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Envi ronnental Protection Agency
40 CFR Part 63

[ A-99-03, OAR-2003-0028 FRL-]
RI'N:  2060- Al 72

Li st of Hazardous Air Pollutants, Petition Process, Lesser
Quantity Designations, Source Category List

AGENCY: Environmental Protection Agency (EPA).
ACTI ON:  Proposed rule.
SUMMARY: The EPA is proposing to anmend the list of hazardous
air pollutants (HAP) contained in section 112(b)(1) of the C ean
Air Act (CAA) by renoving the conpound nethyl ethyl ketone (MEK)
(2-Butanone) (CAS No. 78-93-3). This action is being taken in
response to a petition submtted by the Ketones Panel of the
American Chemi stry Council (formerly the Chenical Manufacturers
Associ ation) on behalf of MEK producers and consuners to delete
MEK fromthe HAP list. Petitions to renpve a substance fromthe
HAP list are permitted under section 112(b)(3) of the CAA

The proposed rule is based on EPA's eval uation of the
avail abl e informati on concerning the potential hazards and
proj ected exposures to MEK. We have made an initia
deternmi nation that there are adequate data on the health and
envi ronmental effects of MEK to determine that em ssions,

anmbi ent concentrations, bioaccunul ation, or deposition of the
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conmpound may not reasonably be anticipated to cause adverse
human heal th or environnmental effects. This action includes a
detailed rationale for delisting MEK, and we request coment on
t he proposal

DATES: Comments. Witten comrents on the proposed rule nust be
recei ved by [| NSERT DATE 90 DAYS FROM PUBLI CATION OF THI S
PROPOSED RULE I N THE FEDERAL REG STER].

Public Hearing. A public hearing regarding the proposed rule

will be held if requests to speak are received by the EPA on or
before [ NSERT DATE 60 DAYS FROM PUBLI CATI ON OF THI S PROPOSED
RULE IN THE FEDERAL REG STER]. |If requested, a public hearing
will be held approxinmately 90 days after the date of publication

of this notice in the Federal Reqgister.

ADDRESSES: Conments. Comments may be subnmitted el ectronically,

by mail, or through hand delivery/courier. Electronic coments

may be subnmitted on-line at http://ww. epa. gov/ edocket/.

Witten comments sent by U S. mail should be submitted (in
duplicate if possible) to: Air and Radi ati on Docket and
Informati on Center (Mail Code 6102T), Attention Docket Number A-
98- 44, Room B108, U.S. EPA, 1301 Constitution Avenue, NW,

Washi ngton, DC 20460. Witten comments delivered in person or

by courier (e.g., FedEx, Airborne, and UPS) should be submitted
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(in duplicate if possible) to: Air and Radi ati on Docket and
Informati on Center (Mail Code 6102T), Attention Docket Number A-
98-44, Room B102, U.S. EPA, 1301 Constitution Avenue, NW,
Washi ngt on, DC 20460. The EPA requests a separate copy al so be
sent to the contact person listed bel ow (see FOR FURTHER

| NFORMATI ON CONTACT) .

Public Hearing. |If a public hearing is requested by [| NSERT

DATE 60 DAYS FROM PUBLI CATI ON OF THI S PROPOSED RULE I N THE
FEDERAL REG STER] the public hearing will be held in our EPA

O fice of Adnministration Auditorium Research Triangle Park, NC
Persons interested in presenting oral testinony or inquiring as
to whether a hearing is to be held should contact Ms. Kelly A
Ri mer, Ri sk and Exposure Assessnment G oup, Em ssion Standards
Di vi sion (C404-01), U. S. EPA, Research Triangle Park, North
Carolina 27711, tel ephone nunber (919) 541-2962. Persons
interested in attending the public hearing should al so contact
Ms. Rimer to verify the time, date and location of the hearing.
FOR FURTHER | NFORMATI ON CONTACT: Ms. Kelly A, Rinmer, Risk and
Exposure Assessnment Group, Em ssion Standards Division (C404-
01), U S. EPA, Research Triangle Park, NC 27711, tel ephone
number (919) 541-2962, electronic mail address

rimer.kelly@pa. gov.



SUPPLEMENTARY | NFORVATI ON

Requl ated Entities. Entities potentially affected by this

action are those industrial facilities that manufacture or use
MEK. This action proposes to anend the list of HAP contained in
section 112(b) (1) of the CAA by renoving the conpound MEK. The
decision to grant the petition and issue a proposed rule to
delist MEK removes MEK from regul atory consi deration under
section 112(d) of the CAA

Docket. The EPA has established an official public docket for
this action under Docket ID No. A-99-03, and El ectronic Docket
No. OAR-2003-0028. The official public docket is the collection
of materials that is available for public viewi ng at the EPA
Docket Center (Air Docket), EPA Wst, Room B-108, 1301
Constitution Avenue, NW Washi ngton, DC 20004. The Docket
Center is open from8:30 a.m to 4:30 p.m, Monday through

Fri day, excluding I egal holidays. The telephone nunber for the
Readi ng Roomis (202) 566-1744, and the tel ephone nunber for the
Air Docket is (202) 566-1742.

El ectronic Access. An electronic version of the public docket

is avail able through EPA's el ectronic public docket and conment
system EPA Dockets. You nmay use EPA Dockets at

http://ww. epa. gov/ edocket/ to submt or view public coments,
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access the index of the contents of the official public docket,
and access those docunents in the public docket that are
avail abl e electronically. Once in the system select "search"
and key in the appropriate docket identification nunber.

Certain types of information will not be placed in the EPA
dockets. Information clainmed as confidential business
information (CBI) and other information whose disclosure is
restricted by statute, which is not included in the officia
public docket, will not be available for public viewing in EPA s
el ectronic public docket. The EPA's policy is that copyrighted
material will not be placed in EPA's el ectronic public docket
but will be available only in printed, paper formin the
of ficial public docket. Although not all docket materials may
be avail able electronically, you may still access any of the
publicly avail abl e docket materials through the EPA Docket
Center.

For public comrenters, it is inmportant to note that EPA' s
policy is that public comments, whether subnitted electronically
or in paper, will be nade available for public viewing in EPA' s
el ectronic public docket as EPA receives them and wi thout change
unl ess the comment contains copyrighted material, CBI, or other

i nformati on whose disclosure is restricted by statute. Wen EPA
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identifies a comment containing copyrighted material, EPA will
provide a reference to that material in the version of the
comment that is placed in EPA's el ectronic public docket. The
entire printed comment, including the copyrighted material, wll
be available in the public docket.

Public conments submitted on conputer disks that are
mai | ed or delivered to the docket will be transferred to EPA's
el ectronic public docket. Public comrents that are nmailed or
delivered to the docket will be scanned and placed in EPA s
el ectronic public docket. Were practical, physical objects
wi |l be photographed, and the photograph will be placed in EPA' s
el ectronic public docket along with a brief description witten
by the docket staff.

Comments. You may submit comrents electronically, by mail, by
facsimle, or through hand delivery/courier. To ensure proper
recei pt by EPA, identify the appropriate docket identification
nunmber in the subject Iine on the first page of your comment.

Pl ease ensure that your coments are submitted within the

speci fied conment period. Comments subnitted after the close of
the conment period will be marked "late." The EPA is not
required to consider these |ate coments.

Electronically. If you submit an electronic coment as
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prescri bed bel ow, EPA recomends that you include your nane,
mai | i ng address, and an e-mail address or other contact
information in the body of your comment. Also include this
contact information on the outside of any disk or CD ROM you
submt and in any cover |etter acconpanying the disk or CD ROM
This ensures that you can be identified as the subnmtter of the
comment and allows EPA to contact you in case EPA cannot read
your comment due to technical difficulties or needs further
i nformation on the substance of your comrent. The EPA' s policy
is that EPA will not edit your comment and any identifying or
contact information provided in the body of a conment will be
i ncluded as part of the comment that is placed in the officia
public docket and nade available in EPA's electronic public
docket. |If EPA cannot read your comrent due to technica
difficulties and cannot contact you for clarification, EPA may
not be able to consider your comment.

Your use of EPA's el ectronic public docket to submt
comments to EPA electronically is EPA's preferred nethod for
receiving coments. Go directly to EPA Dockets at

ht t p: //wwv. epa. gov/ edocket, and follow the online instructions

for submitting comments. Once in the system select "search"

and key in Docket 1D No. A-99-03, or Electronic Docket Id. No.
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OAR- 2003-0028. The systemis an "anonynpus access" system
whi ch means EPA will not know your identity, e-nmail address, or
ot her contact information unless you provide it in the body of
your conment.

Comments may be sent by electronic mail (e-mail) to

a-and-r-docket @pa. gov, Attention Docket I D No. A-99-03, or

El ectroni c Docket |ID. No. OAR-2003-0028. 1In contrast to EPA's
el ectronic public docket, EPA's e-nmail systemis not an
"anonynous access" system If you send an e-nmmil conment
directly to the docket wi thout going through EPA' s el ectronic
public docket, EPA's e-mail system automatically captures your
e-mai |l address. E-nmmil addresses that are autommtically
captured by EPA's e-mail systemare included as part of the
coment that is placed in the official public docket and nade
available in EPA's electronic public docket.

You may submit conments on a disk or CD ROMthat you nmai
to the mailing address identified in this docunment. These
el ectronic subm ssions will be accepted in WrdPerfect or ASCI
file format. Avoid the use of special characters and any form
of encryption.
By Mail. Send your comrents (in duplicate, if possible) to:

EPA Docket Center (Air Docket), U S. EPA West, (MD6102T), Room


mailto:A-and-R-Docket@epa.gov

B- 108, 1200 Pennsylvani a Avenue, NW Washi ngton, DC 20460,
Attention Docket |1 D No. OAR-2003-0028.

By Hand Delivery or Courier. Deliver your coments (in

duplicate, if possible) to: EPA Docket Center, Room B-108, U.S.
EPA West, 1301 Constitution Avenue, NW Washi ngton, DC 20004,
Attention Docket ID No. OAR-2003-0028. Such deliveries are only
accepted during the Docket Center’s nornal hours of operation.

By Facsinmile. Fax your comments to: (202) 566-1741, Docket ID

No. OAR-2003-0028.

CBI. Do not submit information that you consider to be CBI
through EPA' s el ectronic public docket or by e-mail. Send or
deliver information identified as CBl only to the follow ng
address: Kelly Rinmer, c/o Roberto Morales, OAQPS Document
Control O ficer (C404-02), U S. EPA, 109 TW Al exander Drive,
Research Triangle Park, NC 27709, Attention Docket I D No. OAR-
2003-0028. You may claiminformation that you subnmit to EPA as
CBlI by marking any part or all of that information as CBI (if
you submit CBI on disk or CD ROM mark the outside of the disk
or CD ROM as CBI and then identify electronically within the
disk or CD ROM the specific information that is CBI).

Informati on so marked will not be disclosed except in accordance

with procedures set forth in 40 CFR part 2.
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Worldwide Wb (WAN. In addition to being available in the

docket, an electronic copy of today’ s proposed rule will also be
avail abl e on the WAV t hrough the Technol ogy Transfer Network
(TTN). Followi ng the Admi nistrator’s signature, a copy of the
proposed rule will be placed on the TTN s policy and gui dance
page for newy proposed or promrul gated rul es at

http://wwv. epa. gov/ttn/oarpg. The TTN provides information and

technol ogy exchange in various areas of air pollution control.
If nmore information regarding the TTN is needed, call the TTN
HELP |ine at (919) 541-5384.

Qutline. This preanble is organized as foll ows:

l. Backgr ound

. Criteria for Delisting

I, Summary of the Petition

A. Background

B. Exposure Assessnent

C. Human Health Effects Assessnent

D. Risk Characterization and Concl usions Regarding Risks to
Human Heal t h

E. Ecol ogical Assessnment and Concl usions

V. EPA Analysis of the Petition

A.  Exposure Assessnent

B. Human Health Effects Assessment

C. Determnation of an Appropriate Health Effects Criterion
for Chronic Noncancer Effects

D Human Heal th Ri sk Characterization and Concl usi ons

E Ecol ogi cal Ri sk Characterization and Concl usi ons

F. Transformation Characterization

G Public Coments and EPA Responses
H O her Issues
I Di scussi on and Concl usi on
Vv Ref er ences
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VI. Statutory and Executive Order Reviews

A.  Executive Order 12866, Regul atory Pl anni ng and Revi ew
B. Paperwork Reduction Act

C. Regulatory Flexibility Act (RFA)

D. Unfunded Mandates Reform Act of 1995

E. Executive Order 13132, Federalism

F. Executive Order 13175, Consultation and Coordination

with Indian Tribal Governnents

G Executive Order 13045, Protection of Children from

Envi ronnental Health Risks and Safety Risks

H. Executive Order 13211, Actions Concerning Regul ations

that Significantly Affect Energy supply, Distribution, or
Use

I. National Technol ogy Transfer and Advancenent Act

| . Background

Section 112 of the CAA contains a mandate for EPA to
eval uate and control em ssions of HAP. Section 112(b) (1)
includes a list of 188 specific chem cal conpounds and cl asses
of conmpounds that Congress identified as HAP. The EPA nust
eval uate the enissions of substances on the HAP list to identify
source categories for which the Agency nust establish em ssion
standards under section 112(d). W are required to periodically
review the list of HAP and, where appropriate, revise this |ist
by rule. In addition, under section 112(b)(3), any person may
petition us to nodify the list by adding or deleting one or nore
substances. A petitioner seeking to delete a substance nust
denonstrate that there are adequate data on the health and

environmental effects of the substance to determ ne that
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em ssi ons, ambi ent concentrations, bioaccunulation, or
deposition of the substance may not reasonably be anticipated to
cause any adverse effects to human health or the environnment. A
petitioner must provide a detailed evaluation of the available
data concerning the substance' s potential adverse health and
environmental effects and estinate the potential exposures
t hrough inhal ation or other routes resulting fromem ssions of
t he substance.

On November 27, 1996, the Anerican Chem stry Council’s
Ket ones Panel submitted a petition to delete MEK (CAS No. 78-93-
3) fromthe HAP list in section 112(b)(1), 42 U S.C
7412(b)(1). Followi ng the receipt of the petition, we conducted
a prelimnary evaluation to deternine whether the petition was
conpl ete according to Agency criteria. To be deened conplete, a
petition nmust consider all available health and environnent al
effects data. A petition nmust al so provi de conprehensive
em ssions data, including peak and annual average em ssions for
each source or for a representative selection of sources, and
must estinmate the resulting exposures of people living in the
vicinity of the sources. |In addition, a petition nust address
the environmental inpacts associated with enissions to the

anbient air and inpacts associated with the subsequent cross-



13

medi a transport of those em ssions. W determned the petition
to delete MEK to be conplete and published a notice of its

receipt in the Federal Reqgister on June 23, 1999 at 64 FR 33453

and requested information to assist us in technically review ng
the petition in addition to other coments.

We received ten submi ssions in response to our request for
conment and information which would aid our technical review of
the petition. W responded to substantive conments in our
technical review of the petition.

Il. Criteria for Delisting

Section 112(b)(2) of the CAA requires us to make periodic
revisions to the initial list of HAP set forth in section
112(b) (1) and outlines criteria to be applied in deciding
whet her to add or delete particular substances. Section
112(b)(2) identifies pollutants that should be listed as:

pol l utants which present, or nmay present,
t hrough inhal ation or other routes of exposure, a
threat of adverse human health effects (including,
but not limted to, substances which are known to be,
or may reasonably be anticipated to be, carcinogenic,
mut ageni ¢, teratogeni c, neurotoxic, which cause
reproductive dysfunction, or which are acutely or
chronically toxic) or adverse environnental effects
whet her through anbi ent concentrations,
bi oaccunul ati on, deposition, or otherw se .

Section 112(b)(3) establishes general requirenments for
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petitioning the Agency to nodify the HAP |ist by adding or
del eting a substance. Although the Adm nistrator nay add or
del ete a substance on his or her own initiative, the burden is
on a petitioner to include sufficient information to support the
requested addition or deletion under the substantive criteria
set forth in section 112(b)(3)(B) and (C

The Administrator nmust either grant or deny a petition to
delist a HAP within 18 nonths of receipt of a conplete petition
If the Adm nistrator decides to deny a petition, the Agency
publishes a witten explanation of the basis for denial in the

Federal Register. A decision to deny a petition is final Agency

action subject to review. |If the Administrator decides to grant
a petition, the Agency publishes a witten explanation of the
Adm nistrator’s decision, along with a proposed rule to add or
del ete the substance. The proposed rule is open to public
comment and public hearing, and all additional substantive
i nformation received is considered prior to the issuance of a
final rule.

To del ete a substance fromthe HAP list, section
112(b) (3)(C) provides that the Adm nistrator nust determ ne
t hat :

there is adequate data on the health and
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environmental effects of the substance to determ ne

that em ssions, ambient concentrations,

bi oaccunul ati on of deposition of the substance may

not reasonably be anticipated to cause any adverse

effects to the human health or adverse environmental

ef fects.

If the Adm nistrator decides to grant a petition, the Agency
publishes a witten explanation on the Adm nistrator’s deci sion
along with a proposed rule to add or delete the substance. The
proposed rule is open to public comment and public hearing. W
evaluate all substantive information received during public
comment prior to taking any final action related to a proposed
rul e.

We do not interpret section 112(b)(3)(C) to require
absolute certainty that a pollutant will not cause adverse
effects on human health or the environment before it may be
deleted fromthe list. The use of the ternms “adequate” and
“reasonabl y” indicate that the Agency nust wei gh the potentia
uncertainties and likely significance. |npact of the
uncertainties concerning the risks of adverse health or
environmental effects may be mitigated if we can deternine that
proj ected exposures are sufficiently low to provide reasonabl e

assurance that such adverse effects will not occur. Simlarly,

i mpacts of uncertainties due to the nmagnitude of projected
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exposures may be mitigated if we can determ ne that the levels
whi ch mi ght cause adverse health or environmental effects are
sufficiently high to provide

reasonabl e assurance that exposures will not reach harnful

| evel s. However, the burden remains on a petitioner to
denmonstrate that the avail able data support an affirmative
deternmination that em ssions of a substance may not be
reasonably anticipated to result in adverse effects on human
health or the environment (that is, EPA will not renove a
substance fromthe |ist of HAP based nerely on the inability to
concl ude that em ssions of the substance will cause adverse
effect on human health or the environnent). As a part of the
requi site denonstration, a petitioner nust resolve any critica
uncertainties associated with mssing information. W will not
grant a petition to delete a substance if there are ngjor
uncertainties that need to be addressed before we woul d have
sufficient information to make the requisite determ nation

I11. Summary of the Petition

A. Background
The petition to delist MEK is presented in the formof a
ri sk assessment that considers nultiple routes of exposure and

eval uates the likelihood and severity of adverse effects to
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human health and the environnment arising from exposures to
anbient |levels of MEK. The petition presents a characterization
of the sources and rel eases of MEK, estimates exposures,
identifies the potential hazard and the dose-response
rel ati onship of MEK, and characterizes the risk froma
reasonabl e worst-case lifetime exposure to MEK, and to worst-
case short-term (24 hour) exposure to MEK. This section of
today’ s proposed action presents an overview of the petition to
delist MEK, and the petitioner’s conclusions based on that
information. Please consult the docket for nore detail about
the petition or EPA's evaluation of the petition

The petition to delist MEK presents background information
on MEK, including chenical and physical properties data and
producti on and use data. The petitioner used the 1994 Toxic
rel ease Inventory (TRI) as the basis of an em ssions inventory
i ntended to quantify annual emni ssions of MEK, to identify and
| ocate em ssions sources, and to acquire sone facility-specific
em ssions information. The 1994 TRI shows that there are over
2,000 sources with reported em ssions of MEK. The petition
states that over 85 percent of these facilities (approximtely
1,700) emt 25 tons per year (tpy) or less. The petition also

states that approximately 800 facilities emit between 10 and 200
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tpy, and 27 facilities enmit 200 tpy or more. 1In addition to
using the 1994 TRI, the petitioner queried a subset of
i ndi vi dual sources to obtain site-specific source, release, and
facility information for the purpose of conducting nore detailed
ri sk assessments.
B. Exposure Assessnent

The petition’s em ssions inventory provides the basis for
a tiered air dispersion nodeling analysis as described in
“Ti ered Modeling Approach for Assessing Ri sk due to Sources of
Hazardous Air Pollutants” (EPA-450/4-92-001). That tiered
anal ysis applies successive refinenents in nodel selection and
i nput data to derive conservative estimates of the maximm
annual average anbi ent concentration of MEK.  “Conservative”
refers to the selection of nodels and nodeling paraneters that
are nmore likely to overestimate, rather than underestimate, the
ambi ent concentrations of a
gi ven pol | utant when data are linited.

Tier 1 air dispersion nodeling requires |limted source
i nformati on and provi des the npst conservative estimte of
maxi mum concentrations of the tiers. Tier 2 nodeling requires
addi tional source information and a sinple air dispersion nodel

and results in air concentrations that are nore realistic than
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tier 1 estimtes, but which are still considered to be
conservative. In the assessnent, the petition used EPA s
SCREEN3 nodel for tier 2 analyses. Tier 3 requires extensive
data from a source and recommends using EPA’'s npst advanced

di spersi on nodel i ng techniques to provide even nore realistic,
t hough generally still conservative, estimtes of maximm
concentrations. In the assessnent, the petitioner used EPA s
I ndustrial Source Conplex Short Term 3 (1SCST3) nodel for the
tier 3 analysis. Because each successive tier provides a |ess
conservative and nore realistic estimte of the ambient MEK
concentration, the petitioner perfornmed tier 3 npodeling only
where the tier 2 nodeling predicted maxi nrum annual average
anmbi ent concentrati ons of MEK above a designated threshold.
Using this approach, the petitioner devel oped a reasonable
wor st - case exposure scenari o by estimting the nmaxi num annua
average anbi ent concentrati on expected to result from em ssions
of MEK froma single facility. The petition also accounts for
em ssions of MEK from several sources |ocated w thin close
proximty to each other (often called a cluster of sources).
The petition does this in order to assess the potential inpact
to a person who may live close to a cluster of MEK-enmitting

facilities.
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The petition reasoned that the majority of risk would cone
fromfacilities that emit |arge anounts of MEK. The petitioner
identified facilities which enmitted 200 tpy or nore of MEK as
| arge. The petitioner contacted each of the 27 large facilities
to gather data with which to nmodel maxi mum off-site anbient
concentrations of MEK. That analysis also used information from
title V permts. The petitioner was able to obtain the
necessary nodeling information for 21 of the 27 facilities,

i ncluding the six highest emtters of MEK, and 13 of the top 15
emitters. The analysis for these facilities applied tier 2 and
tier 3 nodeling techniques. The nmaxi num annual average
concentration estimated fromthe | argest MEK em ssion source
using the tier 3 nodel was approximately 1.2 nilligrams per
cubic nmeter (ng/ni). However, that concentration was |ocated at
the entrance to an adjacent industrial facility where there were
no environmental or human receptors. The MEK enissions fromthe
ot her sources nodeled in the tiered approach were all |ess than
0.9 ng/nf. For the seven facilities with the highest predicted
fence line concentrations, the maxi mum annual average anbient

| evel s of MEK decreased to below 0.5 ng/m within 175 neters
fromthe fence line.

In addition to nmodeling sources emtting 200 tpy or nore,
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the petition also includes an analysis of sources emtting
| esser amounts. The petitioner used a tier 2 analysis to nodel
those MEK sources (approxinmately 800 in all) which, based on the
inventory, enmitted nore than 10 tpy but |less than the 200 tpy.
The petitioner divided these eni ssion sources into source
categories based on their two digit Standard Industria
Classification (SIC) codes. For each SIC, the petitioner
nodel ed a “worst case” prototype plant using conservative site
configurations (e.g., distance to fence lines), the highest
reported em ssions rate for the individual category, and worst-
case di spersion nmeteorology. The maxi mum predi cted annua
average anbi ent concentration of MEK fromthe sources emtting
| ess than 200 tpy of MEK was approxi mately 0.7 ng/m. The
remai ni ng MEK em ssion sources included under this approach were
determ ned to have nmaxi nrum annual average anbi ent concentrations
| ess than 0.6 nyg/nt

The petition includes estimtes of 24-hour average
concentrations in addition to estinmates of annual average
concentrations. The highest 24-hour average concentration as
predicted by tier 3 nodeling was 12.8 ng/m. That concentration
was at the sanme | ocation where the highest annual concentration

was predicted to occur. The petition states that there are no



22

peopl e or environnmental receptors at that |ocation. The
petition states further that all other nopdel ed 24-hour
concentrations are below 10 ng/ni and concl udes that people
woul d not be exposed to 24-hour concentrations greater than this
val ue.

To address the potential inpact of MEK sources that are
| ocated within close proximty to each other, the petitioner
identified, fromthe 1994 TRI, every facility in the United
States with MEK emni ssions greater than 10 tpy. The petitioner
used postal ZIP codes to determ ne areas in which eni ssion
sources were situated near one another. Using this approach,
the petition analyzed 91 facilities. O these facilities, only
three ZI P codes contained groups of facilities that collectively
emtted nore than 200 tpy. The petitioner used results fromthe
previous tiered analysis to evaluate the potential for these
facilities to have significant overlapping inpacts. Based on
the analysis, the petition concluded that the conbi ned inpacts
frommultiple MEK em ssion sources situated close to one another
will not result in maxi mum annual average anbi ent MEK
concentrations greater than 1 ng/ni, or in 24-hour
concentrations greater than 10 ng/i. In npbst cases, the

concentrations will be well bel ow these val ues.
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The petitioner reviewed avail abl e anbient air nonitoring
studies to determine the potential contribution of anbient
background MEK to the maxi mum annual average and 24-hour average
MEK concentrations. Here, background refers to air
concentrations of MEK from sources not nodeled in the analysis
(e.g., nobile). The review showed that MEK has been nonitored
in both urban and rural locations. The highest reported MEK
concentrations occurred in the Houston ship channel where the
yearly averages from 1987-1995 for seven sites ranged from
approxi mately 0.0009 to 0.0018 ng/ni. The maxi mum 24- hour
average concentration also occurred in the Houston ship channe
over the sanme tinme period where the highest reported average was
0.09 ng/nf. Based on this review, the petitioner concluded that
background MEK in not a significant contributor to the maximm
annual average, or nmaxi nrum 24- hour average concentrati on of MEK

The petitioner reviewed MEK's fate in the environment to
determ ne the nost probabl e routes of human exposures to ambient
MEK. The petitioner used physical chenmical data taken fromthe
literature and a nunber of EPA databases to conclude that MEK
does not persist or bioaccunmulate in the environnent. The
petition also states that due to its high vapor pressure, MEK

di scharged onto a terrestrial environment is expected to rapidly
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volatilize to air. Volatilization fromwater is also reported
to occur at a significant rate, and the petition reports MEK to
be readily biodegradable in both aerobic and anaerobic
environments. The petitioner concluded that MEK i s not
anticipated to pose an exposure problemin drinking water, and
that inhalation is the primary route of exposure for humans
living in the vicinity of MEK eni ssion sources.

The petition states that while in the air, MEK deconposes
to carbon di oxi de, carbon nonoxi de, and water through various
reactions. One of the internmediaries is a probabl e carcinogen
acet al dehyde. The petitioner nmintained that acetal dehyde
formed during MEK s transfornation di sappeared approxi mately 70
times faster than it was created. Therefore, the petitioner
concl uded, the rapid dispersion of MEK, coupled with its half-
life of about 9 days and the conparatively short half-life of
acet al dehyde (about 14 hours), resulted in | ow anbient |evels of
MEK- produced acet al dehyde. The petition states that the
resulting concentration |levels cannot be reasonably anticipated
to cause adverse human health effects.

C. Human Health Effects Assessnent
The petition presents toxicol ogical data, which are used

for hazard identification and to determ ne dose-response
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relationships, citing the EPA's Integrated Ri sk Information
System (IRIS). These data are al so suppl enented by an extensive
review of the literature that includes articles published after
the nmost recent review of the IRI'S database for MEK which
occurred in 1992.

The petition concludes that MEK s acute and chronic
toxicity are low, and that it denonstrates little or no
subchronic toxicity. The petition also reports that MEK has
been shown to be wi thout genotoxic activity, but it has not been
specifically tested for carcinogenicity. However, the petition
States that data on MEK' s structure, metabolism subchronic
health effects, and genotoxic effects indicate that it is not
likely to have carcinogenic properties.

The petition states that MEK by itself has little
potential to produce danage to the nervous system The petition
di scusses MEK's ability to potentiate the neurotoxic effects of
ot her chemi cal s when both are present at relatively high
concentrations and concluded that MEK does not pose a neurotoxic
hazard to humans under anbi ent exposure scenarios. The petition
al so states that MEK has not been shown to produce birth defects
(i.e., teratogenicity) and does not produce reproductive effects

in subchronic inhal ation studies.
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The petition takes the position that MEK s devel opnment al
toxicity is low, and that devel opnental toxicity is the basis
for the 1992 EPA IR S Reference Concentration (RFC) for MEK of
1.0 ng/mf. The RFC is a peer-reviewed val ue defined as an
estimate (with uncertainty spanning perhaps an order of
magni tude) of a daily inhalation exposure to the human
popul ati on (including sensitive subgroups) that is likely to be
wi t hout appreciable risk of del eterious noncancer effects during
alifetime (i.e., 70 years).

The petition provides a review of EPA's derivation of the
IRIS RfFC for MEK. Based on this review and the application of
EPA gui delines that were published after the 1992 update of the
MEK Rf C, the petitioner proposed a revised criterion for human
health effects. The petitioner’s proposed revision suggests an
increase in the RFC from1 ng/n to 3.3 ng/m. (The details of
the petitioner’'s reassessnent are contained in the docket.)

For short-term exposure, the petition adjusts the revised
RfC by elimnating the uncertainty factor of 10 that is used for
extrapol ating from subchronic to chronic exposure. The
resulting short-term human health criterion subnitted in the
petition is 33 ng/ni.

D. Risk Characterization and Concl usions Regarding Risks to
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Human Heal t h

The petitioner characterized human health risks from
exposure to the predicted anbi ent MEK concentration | evels by
conparing the maxi mum esti nated annual average concentration to
their proposed revised RFC of 3.3 ng/nmi. Based on the
conservatismbuilt into the nodel estinmates, the petitioner
concl uded that actual maxi mum annual average anbient
concentrations of MEK are unlikely to exceed 1 ng/m for the
hi ghest em tting source and will be significantly less than 1
mg/ n? for all other sources. The petitioner concluded that the
avail abl e evi dence denpnstrates that actual exposures are not
likely to approach the 1992 IRIS RfFC of 1 ng/m and will not
exceed the petitioner’s revised health criterion of 3.3 ng/nm.
The petition characterized human health risks from 24-hour
exposures by conparing the estimted 24-hour concentrations, 10
ng/ ¥ with a human health benchmark of 33 ng/m, and detern ned
that these short-term concentrations will not approach their
criterion of 33 ng/ni. Therefore, the petitioner concluded that
adverse hunman health effects arising from anbi ent exposures to
MEK emi ssi ons cannot be reasonably anticipated to occur.
E. Ecol ogi cal Assessnent and Concl usi ons

The petition presents ecological toxicity data for
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environmental effects as the basis for its assessnent of the
potential ecological risks fromthe release of MEK to the
environment. The petition uses data from several EPA databases
and fromthe general literature. The petition includes no data
on the potential for ecological effects to occur due to its
presence in nedia other than water. The petitioner concl uded
that the avail able data indicate that MEK has | ow acute toxicity
for aquatic organisnms. Although there are no data on chronic
aquatic toxicity, the petitioner stated that MEK i s not expected
to be chronically toxic to aquatic organi sns because of its
limted persistence in aqueous habitats, which results fromits
rapid volatilization and bi odegradation. The petition conpares
predi cted maxi num anmbi ent annual average concentrations to the
identified ecotoxicity endpoints. Based on that conparison and
i nformation on MEK s environnmental behavior, the petitioner

concl uded that MEK cannot reasonably be anticipated to cause
significant and w despread adverse environmental effects.

IV. EPA Analysis of the Petition

The followi ng section presents EPA s eval uation and
analysis of the petition to delist MEK. The technical review
was conducted by EPA's Office of Air and Radiation, wth

assistance fromEPA's O fice of Research and Devel opment. The
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supporting review materials are contained in the docket.
A.  Exposure Assessnent

Met hyl Ethyl Ketone is a clear, colorless, stable, |ow
boiling point (79.6 °C), highly volatile (vapor pressure 90.6
torr at 25 °C), highly flammable (flash point 1 °C, auto ignition
tenperature 515 °C) liquid. It is very soluble in water (240
grans per liter at 20 °C), miscible with organic solvents and
forns azetropes with water and many organic |iquids. Methyl
et hyl ketone has exceptionally high solvent powers for nmany
natural and synthetic resins. It is used as a solvent in the
surface coatings industry, specifically in vinyl |acquers,
nitrocel lul ose |l acquers, and acrylics, and is used as a chemi ca
intermedi ate. Methyl ethyl ketone is al so used in other
i ndustries for produci ng adhesi ves, nmagnetic tapes, printing
i nks, degreasing and cleaning fluids, as a dewaxi ng agent for
lubricating oils, as an internediate in the production of
antioxi dants, perfunes, and as a catalyst. Methyl ethyl ketone
al so occurs naturally. It is emitted fromvarious evergreen
trees and has been identified as a natural conponent of severa
f oods.

We concur with the petition that inhalation is the

principal route of non-occupational exposures to MEK em Ssions.
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The absorption of MEK through the skin at the estimted anbient
levels is likely to be insignificant conpared to inhalation. In
addition, its relatively rapid volatilization and rapid
bi odegradation in water indicates that humans are unlikely to be
exposed to significant amounts of MEK in drinking water

To determine the adequacy of the petition’s exposure
assessnent, we first evaluated the enissions inventory and the
petition's source characterization. W then evaluated the
di spersion nodeling in terns of the nethods and application of

t he nodel s.

To evaluate the enissions inventory, we conpared the
petition’s list of MEK emission sources to EPA's 1996 Nationa
Toxics Inventory (NTI). W deternmined that the petition
correctly identified the | argest sources of MEK eni ssions, and
that the quantity of em ssions for each identified source was
conparable to the NTI. There was an overall |ack of agreenent,
however, between the total count of MEK eni ssion sources |isted
in the NTI and in the petition’s inventory. W determ ned that
this resulted froma general weakness in the ability of the
petitioner’s approach to identify facilities emtting |ess than
25 tpy of MEK. However, after reviewi ng both the inventory and

the petitioner’s tiered nodeling approach, we determ ned that
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these discrepancies are not material to the subsequent exposure
anal ysis, and agreed that we woul d consider the characterization
of the maxi mum concentrations fromthe nedium and | arge sources
to account for the reasonabl e worst-case exposure scenario.
Therefore, we have concl uded that the petitioner’s em ssions
i nventory provides an adequate basis for the dispersion nodeling
and exposure assessnent presented in the petition

To evaluate the petition's characterization of sources
(e.g., stack heights, plunme rise, distance to the nearest fence
line and neteorol ogy), we considered the petitioner’s use of the
TRI dat abase and acquired a subset of the paraneters the
petitioner used in the nore site-specific (tier 3) assessnents.
We determ ned that the petitioner appropriately used TRl as a
basis for characterizing sources. W exam ned the source
paraneters the petitioner used in the tier 3 anal yses and
determ ned, based on our engi neering know edge of the types of
sources included in the analyses, that the paraneters are
reasonabl e.

Qur evaluation of the petition’s dispersion nodeling
approach initially focused on the petitioner’s use of the EPA
nodels in the tiered anal yses. W evaluated the petition’s

nodel i ng approach for both annual average concentrati ons and for
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24-hour concentrations. CQur evaluation verified that the
petitioner applied appropriate EPA guidelines in the nodeling
effort, and that the data inputs used in the nodels are
appropriately conservative.

We first evaluated the petition's nodeling of long-term
averages. To develop a nore detailed eval uati on of the
petition s dispersion analyses, we acquired fromthe petitioner
el ectronic copies of the raw data i nputs and the nodel runs for
seven of the | argest em ssions sources. This represents a
subset of the sources which emit over 200 tpy. The EPA sel ected
these sources for scrutiny fromthe tier 3 analysis set which
the petitioner nodel ed using EPA's | SCST3 nodel. Based on a
detailed review of the data inputs and the | SCST3 nodel runs, we
confirmed that a conservative estimate (i.e., nore likely to be
over predicted than under predicted) of the highest maxi mum
annual average concentration of MEK for all the facilities
nmodel ed is approximately 1.2 ng/nmi. W agree with the
petitioner’s assertion that this concentration occurred at the
entrance to an industrial facility adjacent to a relatively
| arge MEK eni ssion source in an industrial park. The nmaxi mum
annual average concentration for the remaining eni ssions sources

were all less than 0.9 ng/n.
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We confirmed that for this subset of emission sources, the
maxi mum pr edi ct ed annual concentration of MEK declined below 0.5
ng/m within 175 neters of the facility fence lines. Therefore,
we concur with the petitioner that the predicted concentrations
decline rapidly as the distance fromthe em ssion source
increases. That is, within the relatively short distance of 175
met ers, the maxi num annual concentrations of MEK are likely to
be at least a factor of two |ower than the maxi mum predicted
| SCST3 val ues for all sources in this subset.

We eval uated the petitioner’s nodeling anal yses for
sources emtting |l ess than 200 tpy of MEK. The petitioner used
a tier 2 analysis to predict nmaximum annual average
concentrations for a series of worst-case em ssion scenarios for
this subset of sources. After a detailed evaluation of the
nodel paranmeters and input data, we determ ned that the
petitioner’s analyses of these em ssion sources also foll owed
t he appropriate EPA di spersion nodel guidelines.

Based on our review, we have concluded that the predicted
maxi mum annual average concentration for those sources enitting
| ess than 200 tpy of MEK is less than 0.7 ng/m These predicted
concentration |l evels are conservative estimtes which are al so

expected to decline rapidly as distance fromthe facility



i ncreases.

During the review, we questioned the petitioner’s
designation of “large enission sources” as those sources
emtting nore than 200 tpy of MEK. W requested that they
conduct a nore detailed analysis on sources emtting | ess than
200 tpy. W suggested that the petitioner use a m ninmm
em ssion rate that could theoretically result in an exceedance
of the petition's own specified health criterion of 3.3 ng/n.
The petitioner would then assess the inpact of this new
“threshol d of significance” on the nunmber and identity of
sources in the “large enission sources” category and, if
appropriate, reassess the inpacts of this change on
concentrations of ambient MEK

To acconplish this, the petitioner used very conservative
assunpti ons of stack height, plune rise, neteorology, and
distance to fence line to define a worst-case facility. Using
this worst-case em ssion scenario coupled with EPA's SCREEN3
nodel , the petitioner denonstrated that sources enmtting |ess
than 90 tpy could not reasonably be expected to exceed the
petition's proposed criterion of 3.3 ng/m. The petitioner then
updat ed the emi ssions inventory using the 1996 TRI to identify

t hose sources emtting between 90 and 200 tpy of MEK
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The petitioner then revised the “threshold of
significance” to reflect the use of the 1992 IRIS RfC of 1 ng/n
as a decision criterion. To derive the new threshold, the
petitioner decreased sone of the conservatismin the tier 1
paranmeters and renodel ed a new worst-case scenario. The
petitioner determined that with this new set of assunptions,
enm ssions greater than 145 tpy woul d be necessary to exceed a 1
mg/ nt criterion. However, rather than restrict the new anal ysis
to only those sources enitting between 145 and 200 tpy, the
petitioner chose to evaluate the |larger range of em ssion
sources. Consequently, the revised dispersion nodeling analysis
focused on those sources enitting between 90 and 200 tpy of MEK
The petitioner subnmitted that analysis to EPA as an addendumto
the original petition.

The petitioner’s approach in the revised nodeling analysis
was to limt the potential for the nodel to overestimate
exposure (conpared to the original nodeling approach), while
mai nt ai ni ng adequate | evels of conservatismin the fina
estimate. To acconplish that, the petitioner quantified the
degree of overestimation in the previous nodeling approaches due
to conservative source-receptor configurations and adjusted to

current nodel accordingly. That adjustnent renmoved one |evel of
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conservatismfromthe estimtes and provided a nore realistic,
but still conservative, estimate of the nmaxi mum annual average
concentrations. The adjustnment was applied to each of the

em ssion sources in the previous analysis for those sources
emtting from90 to 200 tpy.

Based on this approach, the petitioner estimted that the
maxi mum annual average concentration for the 18 facilities
identified which emtted between 90 and 200 tpy of MEK woul d be
| ess than 0.96 ng/ni. This value occurred at only one em ssion
source; the remaining 17 facilities in the 90 to 200 tpy range
were all less than 0.75 ng/ni.

We conducted a detailed review of the revised anal ytica
approach and determ ned that it was acceptable. To quantify the
conservati sm of the adjusted nodel outputs, we recomrended a
site-specific analysis using an | SCST3 nodel (i.e., tier 3) of
the source with the highest estimated MEK concentration (i.e.,
0.96 ng/nf) after the adjustnent. The tier 3 analysis predicted
a maxi num annual average concentration of 0.17 ng/m of MEK from
that facility. The tier 3 estimte was then conpared to the
adj usted enissions estinates to determ ne the extent of the
conservatismrenmaining in the adjusted estimtes. That

conpari son indicated that the petitioner’s adjusted approach
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overesti mated maxi mum annual average concentration for the
source by approximtely a factor of six.

The petitioner provided the tier 3 analysis and the
supporting data for our evaluation. After review ng the node
run and the supporting docunentation in detail, we concl uded
that the petitioner’s approach applies appropriate EPA
gui del i nes and adequately characterizes maxi mum MEK
concentrations fromindustrial sources. Therefore, based on
that information, we have concluded that the maxi num annua
average MEK concentration fromfacilities enmtting between 90
and 200 tpy of MEK may not reasonably be anticipated to exceed
0.96 ng/m, and we expect it to be much less in nobst cases.

We used the petition’s information on the identity and
| ocation of MEK facilities to assess the inpacts of sources
|l ocated in close proximity to one another. Using a tier 2
anal ysis, we independently nodel ed the enissions from nine
sources |located relatively close to one another in two adjacent
postal ZIP codes. Qur analysis confirmed that MEK di sperses
rapidly as the distance fromthe enission source increases, and
that at the point of maximuminpact, the maxi num annual average
MEK concentration fromnultiple sources |located close to each

ot her may not reasonably be anticipated to exceed 1 ng/nm; in
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fact, we expect it to be much less than 1 ng/nm.

To evaluate the potential contribution of the anbient
background MEK to the nmexi mum annual concentration of MK, we
reviewed the literature and various databases, including our
Aeronetric Information Retrieval System (AIRS) nonitoring
dat abase and the California Air Toxics database. The avail able
data show MEK neasurenents ranging from nondetectable to a high
of 0.002 ng/m reported in AIRS. That value occurred in the
Houst on ship channel and represents nean concentrations,
averaged over 1 year, from seven sites for the years 1987-1995.
In addition, the 2001 AIRS entries show sinilar maxim (e.g.

Al RS shows averages Of 0.002 ng/nifromsites in Providence,
Rhode Island). Based on that review, we have concluded that
background concentrations are not likely to have a significant
i nfl uence on mexi mum annual exposures to MEK

G ven that the petitioner used the sane nodeling approach
to predict 24-hour concentrations as was used to predict annua
average concentrations, we accept the conclusion that the
maxi mum 24- hour average concentration expected would be | ess
than 10 ng/nf. However, we also wanted to eval uate predicted
concentrations which may occur over a 1-hour time period. Using

air dispersion nodeling principles described in EPA's SCREEN3
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User’s Manual and the estimated annual average and 24-hour
average concentrations presented in the petition, we estimted
t he maxi num 1- hour concentration. The predicted annual average
concentration is approximately 1 ng/ni and the 24-hour average
is about 10 nmg/ni. To estimate the 1-hour maxi mum we multiply
the 24-hour average by 2.5. This results in a 1-hour maximum of
approxi mately 25 ng/ ni.

In terms of anbient air nonitoring data, the 2001 AIRS
shows that the highest 24-hour concentration is 0.03 ng/mM, and
t he hi ghest 3-hour concentration is 0.06 ng/m. Both of these
concentrations were nmonitored in Rhode |Island at the sane
| ocation as the highest annual average concentrations for the
year 2001. As with the annual average nmonitoring data, these
short-termvalues are sufficiently low so as not to contribute
significantly to short-term maxi num concentrati ons.

To summari ze, the petitioner devel oped a tiered nodeling
anal ysis of MEK em ssions using EPA' s tiered approach to
regul atory nmodels. We determned that the petitioner perforned
all anal yses foll owi ng EPA nodeling guidelines, and that the
results provide conservative estimates of anbient |evels of MK
fromthe inventoried sources. The nodeling study denonstrated

that, with the exception of the one |location (at the entrance to
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a facility in an industrial park), estinmated maxi num annua
average concentrations of MEK were less than 1 ng/m for all
facilities nodeled, and well below 1 ng/ni for nmobst of the
facilities nodel ed. For 24-hour and 1-hour averages, we expect
the concentrati ons would not exceed 10 and 25 ng/ n,
respectively. Also, based on the |ocation of the maxi mum annua
and 24-hour off-site concentration predicted at the highest
emtting facility, EPA has concluded that no individual could be
reasonably antici pated to experience chronic or 24-hour
exposures at the |level of the predicted maxi mum anbi ent
concentrations. Therefore, given the conservatismbuilt into
the nodels and petitioner’s nodeling assunptions, EPA has

concl uded that we may not reasonably anticipate maxi mum annua
exposures to MEK to exceed 1 ng/nt |n addition, based on the
eval uation of nultiple sources located relatively close

toget her, we nmay not reasonably anticipate that the collective
em ssions of MEK will result in a maxi num annual average off-
site concentration of MEK greater than 1 ng/m, or a 24-hour
average greater than 10 ng/nm. W, by extrapol ati on, have

concl uded that 1-hour concentrations fromnultiple sources would
not exceed 25 ng/m. Finally, the petitioner’s use of air

concentrations for each em ssion source to characterize the
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exposed popul ation is an acceptable, conservative approach to
exposure nodeling. That is, an exposure assessnment that woul d
esti mate exposures for actual people living near these enission
sources would likely result in maxi mumindividual exposures from
anbient air that are |lower than the estinmates presented in the
petition. Gven the likely proximty of inhabitable areas and
the variability of human activity patterns, it is our
expectation that actual maxi mum individual exposures would be up
to a factor of ten |less than the maxi num exposures presented in
the petition. Therefore, in light of our review of the
petitioner’s exposure analysis, we have concl uded that exposures
to annual average anbi ent concentrations of MEK nay not
reasonably be anticipated to exceed 1 ng/ni, and that the
maxi mum 24- hour exposures may not reasonably be anticipated to
exceed 10 ng/m. Also, based on our own anal ysis, we have
concl uded that maxi num 1-hour exposures may not reasonably be
anticipated to exceed 25 ng/n.
B. Human Health Effects Assessnent

We deternined that the petition uses the sane
t oxi col ogi cal database as the 1992 IR S assessnent of MEK to
characterize human health effects and to identify an appropriate

human health criterion for the risk characterization for chronic
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effects. The IRISis the Agency' s official repository of
consensus human health risk information. It was created and is
mai ntai ned by the Agency to provide assistance to Agency
deci si on nakers on the potential adverse human health effects of
particul ar substances. In addition, we evaluated recent studies
reported in the published literature.

Met hyl ethyl ketone is classified in the IRIS (1992) as a
Group D conmpound. A Group D conpound is one that is not
classifiable as to human carcinogenicity. This classification
is based on the absence of human carcinogenicity data and
i nadequate animal data. There are no animal cancer bioassays of
MEK by either the oral or inhalation route. There are
structural data on MEK. One study concludes that MEK is
unlikely to be carcinogenic based on the |ack of any structura
features or alerts indicative of carcinogenic potential as a
result of mechani smbased structure-activity relationship (SAR)
anal ysis (Wo et al., 2002). Further, Wo has given MEK a | ow
concern rating (unlikely to be of cancer concern) based on
conmpari son to acetone for which there is no evidence of
carcinogenicity, and the fact that there is no evidence that
unsubstituted nono-ketones have been associated with

carci nogeni city/genotoxicity. There is also no reason to
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anticipate any electrophillic reactivity for unsubstituted nono-
ket ones nentioned above (i.e., no structural alerts).

Cancer data on humans from which to draw concl usi ons about
potential carcinogenic risks to the human popul ati on are weak
and limted. None of the occupational epidem ol ogy studies we
exanm ned (four studies of three different worker cohorts were
avail abl e) provided clear evidence of increased cancer risk from
occupati onal exposure to MEK. These data do provi de sone
suggestion of evidence of an increased risk between multiple
sol vent exposures which included MEK and sonme cancers i ncl udi ng
bone and prostate cancer. (Al derson and Rattan, 1980; Wen et
al ., 1985; Spirtas et al., 1991; Blair et al. 1998.)

One study that has received sone attention is a 1987 study
i nvestigating potential carcinogenic effects in the children of
mal es occupationally exposed to MEK (Lowengart et al., 1987).
This study included 123 nmatched pairs of children whose fathers
reported, by questionnaire only, occupational exposure to
various compounds including MEK, chlorinated solvents, spray
pai nts, dyes and pignments, and cutting oils. The study reported
a statistically significant positive trend for risk of chil dhood
| eukem a based on father’s frequency of use for all of the

chemical s nmentioned, including MEK  Paternal exposure to MEK
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al so appeared el evated, but not statistically significantly so,
for the period of paternal exposure after birth of the child but
not during pregnancy or one year before pregnancy. This study
is considered as an exploratory study, based solely on
guestionnaires with no other exposure information. Factors that
coul d be confoundi ng covari ates such as exposures to other
chenmicals and personal lifestyle were not taken into account in
the statistical analysis of this study.

Met hyl ethyl ketone has been tested for activity in an

extensive spectrumof in vitro and in vivo genotoxicity assays

and has shown no evi dence of genotoxicity in nmobst conventiona
assays (National Toxicology Program no date; World Health
Organi zation 1992; Zeiger et al., 1992). Met hyl et hyl ketone
tested negative in bacterial assays (both the S. typhinurium
(Ames) assay, with and wi thout netabolic activation, and E.
coli), the unschedul ed deoxyri bonucleic acid (DNA) synthesis
assay, the assay for sister chromatid exchange (SCE) in Chinese
hamster ovary (CHO cells, the nmouse | ynphoma assay, the assay
for chronosonme aberrations in CHO cells, and the m cronucl eus
assay in the nmouse and hanster. The only evidence of

nmut agenicity was nmitotic chronpsone |oss at high concentrations

in a study of aneuploidy in yeast S. cerevisiae; the rel evance
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of this finding to humans is questionable. Overall, studies of
MEK yield little or no evidence of genotoxicity.

Overall, the epidem ol ogic evidence is weak fromwhich to
draw concl usi ons about the carcinogenic risk in the human
popul ation. While none of the studies provides clear evidence
of an increased cancer risk, with the totality of the evidence
consi dered inconcl usive, the data do provide sonme suggestion of
an increased risk between nultiple solvent exposures which
i ncl ude MEK and cancer, specifically childhood | eukenm a, bone
cancer and prostate cancer. There is, however, an absence of
positive results in the mgjority of nutagenicity and
genotoxicity tests which are designed to indicate the potentia
for carcinogenicity, and there is a lack of structural features
or alerts indicative of carcinogenic potential in SAR analysis.
Based on these results we believe that MEK may not reasonably be
anticipated to be carcinogenic.

Devel opnental toxicity was the basis for the IRIS RIC of 1
mg/ n¥ which was verified in 1992. The critical study in the
derivation of the RFC involved Swiss mce that were exposed to
0; 1,174; 2,978; or 8,906 ng/nm MEK for 7 hours per day during
gestation days 6 through 15 (Schwetz et al., 1991). Neither

mat eri al nor devel opnmental toxicity was observed at the | ow or
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m d- doses. At the highest dose, there was a decrease in feta
body wei ght that was significant only in males. There was al so
a significant trend in the incidence of msaligned sternebrae
when neasured on a fetus but not a litter basis. At the highest
dose, there was also an increase in relative |liver and kidney
wei ght, but the toxicological significance of that effect, if
any, is reported in the RIS as unknown. The | owest observed
adverse effect level (LOAEL) for this study was 8,906 ng/m, and
the no observed adverse effect |evel (NOAEL) was 2,978 ng/ m.
The avail able data indicate that MEK is not likely to be a
reproductive toxicant. There exists no inhalation reproductive
toxicity study of MEK; however, an oral t wo- gener ati on
reproductive/ devel opmental toxicity study of 2-butanol, a
met abolic precursor to MEK, is available and is the basis for
the oral reference dose (RfD) for MEK (Cox et al., 1975). 2-
Butanol is quantitatively converted to MEK within the body. In
this two-generation study, administration of 2-butanol to rats
in drinking water at concentrations as high as 3 percent (~5000
nmg kil ograms-day) did not affect reproductive performance, but
did induce devel opnmental effects consistent with the results
frominhal ati on devel opnental toxicity studies in rodents. The

absence of any pathol ogical |lesions in the reproductive organs
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of rats exposed to MEK by inhalation for 90 days to
concentrations as high as 14,865 ng/ni al so provi des sone
i ndication that MEK is not likely to be a reproductive toxicant.
The IRI'S assessnent of MEK states that at present, there

is no convincing experinmental evidence that MEK is neurotoxic *

ot her than possibly inducing CNS (central nervous system
depression at high exposure levels.” The IRI'S docunentation
shows that no peripheral neurohistopathol ogi cal changes were
reported in rats exposed continuously to 3,320 ng/m MEK for up
to 5 nonths (Saida et al., 1976). No treatment-related centra
or peripheral neurohistopathol ogy was observed in rats exposed
for 90 days (6 hours/day, 5 days/week) at concentrations of MEK
as high as 14,865 ng/ni, even anbng ani mals specifically
prepared and exami ned for neurohistopathol ogy (Cavender et al.
1983). Also, ten of ten rats exposed to MEK at 17,700 ng/m and
hi gher for 8 hours/day, 7 days/week, died in the 7" week of
exposure w t hout neurol ogi cal synptons or histopathol ogy
(Al'tenkirch et al., 1978).

Met hyl ethyl ketone has been shown to potentiate

neurotoxicity of other solvents in experinents with | aboratory
ani mal s when both MEK and the other solvent are present in high

concentrations. The EPA addressed the issue of interactions
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such as this in the text of the prospective RFC. W described
several studies with human volunteers (see Dick et al., 1992,
and references therein) that have MEK exposure groups (at 100
parts per mllion (ppm coexposed to relatively low |levels, also
around 100 ppm of several other solvents including acetone,

met hyl isobutyl ketone and toluene. At |east for the brief
exposure periods in those studies (around 4 hrs), the authors
observed no evidence of neurotoxic interactions. However, a
recent review (Noraberg and Arlien-Soborg, 2000) reports

evi dence of possible interactions even at occupationa
concentrations below the threshold limt values (TLV) (200 ppm
590 ny/n¥) in solvent mxtures containing MEK at 200-300 ppm and
n- hexane at 60 ppm This point should be considered when

eval uating m xtures of solvents, especially those containing MEK
and the solvents |isted above, especially n-hexane. However,
the lower limts of MEK exposure that may result in potentiation
with other solvents have not been well established, and the
potential of MEK in this regard remains a concern, although a

m nor one. Such concerns are especially dimnished at the | ow

| evels we are concerned with in this assessnent (i.e., much |ess
than 590 ny/ ni).

The petition presents a short-termcriterion of 33 ng/n
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which is an adjustnment of their RFC of 3.3 ng/mM. The
petitioner calculated this value by sinply elimnating the
uncertainty factor of ten that is used for extrapolating from
subchronic to chronic exposure in the RFC. W do not agree that
this is an appropriate method of arriving at an short-term human
health effects criterion, however, currently there is no EPA
human health criterion for short-term exposures avail able for us
to use in an anal ysis.

There are 1999 California Environnental Protection Agency
(Cal EPA) short-termhealth criteria (Cal EPA 1999). The Cal EPA
publ i shed three | evels of acute reference exposure |evels (REL)
to protect against mld adverse effects (associated with a 1-
hour exposure), severe effects (associated with a 7-hour
exposure), and life threatening effects (associated with a 1-
hour exposure). The REL for nmild effects is 13 ng/m, for
severe effects it is 32 ng/m, and for life threatening effects
it is 1,385 ng/nm. For the purposes of our analysis and
deci sion, we focused on the mld REL, to be health protective.
The Cal EPA acute REL to protect against mld effects is based on
the study of Nakaaki (1974). However, we consider the results
with MEK fromthe studies of Dick et al. (1984, 1988, 1989,

1992) to be nore scientifically defensible for the purposes of
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our analysis. Conpared to the Nakaaki study, the Dick et al.
studi es tested nore subjects (20+ per study versus four), used
control groups extensively, better controlled the exposures
(constant in the Dick et al. studies versus increasing
concentrations in Nakaaki), analyzed a greater nunber of
endpoi nts, and apparently | onger duration exposures.
Col l ectively, the volunteer studies of Dick et al. indicate that
exposures to MEK of up to 200 ppm (590 ng/m) and up to 4 hours
woul d be an acceptabl e nonadverse effect concentration in the
general population for both subjective effects (such as
obj ecti onabl e odor or irritancy) and for neurobehavi oral
effects. We would expect the sane nonadverse effect
concentrations to be relevant for children, as there is no
reason to consider children as a sensitive subgroup for such a
hi ghly subjective, nonadverse effect as nmld irritancy.
C. Determnation of an Appropriate Health Effects Criterion for
Chroni c Noncancer Effects

For risk assessnents which estimate chronic noncancer
effects frominhal ati on exposures, the IRIS inhalation RfFCis
the primary quantitative consensus val ue used by the Agency.

The RFC for MEK of 1 ng/nf was placed on IRIS in 1992. It

was derived fromthe Schwetz et al. (1991) devel opnmenta
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toxi col ogy study by dividing the NOAEL (2,978 ng/m) by a series
of uncertainty factors (UF). The UF for the deternination of
the MEK RfFC was 3,000. This overall uncertainty factor reflects
uncertainties in interspecies extrapolation (UF=10), sensitive
i ndi vi dual s (UF=10), and an inconpl ete database, including a
| ack of chronic and reproductive toxicity studies (UF=10). In
addition, a nodifying factor (M=3) was used to account for the
absence of unequivocal data for portal-of-entry effects. This
resulted in a conbined UF and MF of 3, 000.

It is Agency policy that the IRIS represents a starting
poi nt for risk assessnents, however, it is not given conclusive
wei ght in the context of rulenmaking. |If an outside party
questions information presented in the IRIS, we will consider
all credible and relevant information before us in the course of
maki ng our deci sion.

Accordingly, the petitioner reviewed the IRIS RIC in |ight
of guidelines published by EPA in 1994, which addressed and
updat ed nmethods for calculating RfFC. Applying these guidelines
to the same critical IR S devel opnental study used to derive the
IRIS RfFC, which used the ol der nethodol ogy, the petitioner
proposed a revised health criterion based on a reduction of the

MEK uncertainty factor for interspecies extrapolation. This
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i nvol ved a reduction of the interspecies UF of 10 to a default
value of 3. The reduction in the interspecies UF is consistent
with the guidelines and is warranted if standard default
dosinetric adjustments are incorporated in the original study.
As a result, the petitioner proposed a revised RfC value of 3.3
mg/ n¥ (which we view as being equivalent to 3 ng/nm since EPA
general ly expresses the RfC as a whol e nunber).

The EPA's Ofice of Research and Devel opnent (ORD)
reviewed the petitioner’s proposed revision to determ ne whet her
such an alternative RfC was appropriate. That review indicated
that the method that the petitioner applied to derive the
criterion was consistent with both EPA policy and gui dance.
However, ordinarily, it is Agency policy that revisions in the
IRI'S are perforned such that the entire database is
simul taneously reevaluated for all effects and for all routes of
exposure. This is done for both adm nistrative efficiency and
to ensure that we evaluate the breadth of avail abl e science.

Subsequent |y, EPA announced in the Federal Reqgister (67 FR

1212, January 9, 2002) that it would undertake a formal IR'S
review of MEK. The announcenent recognized that in the decade
since the initial IRIS assessment of MEK, substantive

alterations in the Agency’s nethods for dose-response
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assessnents have occurred. The estimated conpl etion date for
the assessnent, including peer review and external peer review
is September 2003. We will consider the results of that review
prior to taking any final action related to the proposed rule.

In the neanwhile, to support statutory requirenments and
assist in the determi nation of the technical nerits of the
petition to delist MEK, EPA's ORD initiated a paralle
undertaking to derive an interimhealth effects threshold for
MEK i nhal ati on exposure that incorporates consideration of
current data and current EPA science policy. This process has
resulted in the derivation of a prospective RIC of 9 ng/m. The
anal ysi s underlying the devel opnment of this prospective RfC can
be found in “A Prospective Reference Concentration for MEK (78-
93-3)” which is in the docket for today’ s proposed action

We consider this prospective RFC to be the npst conplete
and current dose-response information on MEK and, therefore,
have determ ned that it is the appropriate chronic noncancer
health effects criterion for EPA to use in today s proposal to
renove MEK fromthe HAP list. In our final evaluation about the
potential for MEK to cause noncancer health effects, we wll
rely on the final RfFC and other information resulting fromthe

conpleted RIS assessnent. Thus, we will not take final action
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on today’s proposed rule until such information becones
available. In today' s action, we request coment generally on
our prospective RfC and on the portion of our human health risk
characterization based on this RFC. Al so, because we recognize
that there is sonme possibility that the RfC nay change, we
solicit conment on whether it would be appropriate for the
Agency to delist MEK if the final RfFCis different fromthe
prospective RfC, for exanple, if it is finalized at 3 ng/m, the
| evel suggested by industry in its petition, or if it remmins
unchanged fromthe 1992 RFC of 1 ng/m.

The prospective RfFC is based on the sane critical study as
the 1992 IRIS. Consistent with recent Agency recommendati ons
for developing RFD and RfC, the assessnent incorporates a
duration adjustnent to the critical study’s NOAEL. This
approach adjusted the discontinuous inhalation exposure (7 hours
per day) in the critical study to a continuous (24 hours per
day) duration. This procedure is prem sed on a sinple
concentration x time relationship, and it had the effect of
reduci ng the adjusted NOAEL to 863 ng/m fromthe value of 2,978
ng/ m? used in devel oping the 1992 RfC

Usi ng the adjusted NOAEL, the assessnent derives a human

equi val ent concentration (HEC) for MEK. The HEC represents an
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external air concentration estimated to achi eve the same bl ood
level s in humans and aninmals. Based on the avail abl e bl ood-to-
air coefficient data for MEK i n ani mal s and humans, EPA applied
the default factor of one for this derivation which resulted in
a NOAEL, of 863 nmg/nf. As with the standard IR S assessnent,
EPA applied uncertainty factors to the NOAELg to account for
recogni zed areas of uncertainty in extrapolating the data to the
appropri ate human scenari o. The EPA concluded that the 1992
IRIS interspecies uncertainty (UF=10) and the nodifying factor
(MF=3) should be revised. However, we concluded that the

i ntraspeci es uncertainty (UF=10) should renmai n unchanged.

The EPA applied the Agency’'s 1994 Rf C net hodol ogy to the
prospective RfC which results in an interspecies uncertainty
factor of three. The prospective RFC also elininates the
previ ous nodi fying factor (M=3) included in the 1992 IRIS to
account for the absence of unequivocal data for portal-of-entry
(respiratory tract) effects. This revision was, in part, due to
additional information in a 1992 National Institute for
Cccupational Safety and Health (NIOSH) study in which 24
vol unt eers exposed to 590 ng/n of MEK for 4 hours reported no
net conplaints of even nminor irritation. The consequence of

that study was a decrease in the uncertainty around irritant
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type of portal-of-entry effects in humans.

The prospective RfC al so addresses the 1992 | RI S dat abase
uncertainty factor (UF=10). The assessnent states that the
probl ematic situation that existed in 1992 persists; nanely, the
difficulty of establishing a health-based guideline for a
lifetime chronic exposure wthout any
toxicity studies involving lifetinme chronic exposures. The
exi sting long-termrepeated exposure experinents have certain
flaws that affect their use in developing an inhalation RfC
However, the assessnent concl udes that EPA can use information
fromexisting studies, as well as ancillary information from new
sources, to reduce the concerns in the database. The assessnent
concludes that the analysis, coupled with the totality of the
ot her available information, has the overall effect of reducing
uncertainty in the database such that it is appropriate to apply
a partial database uncertainty factor of three, rather than a
full database uncertainty factor of ten, in devel oping the
prospective RfC

This reduction, taken with the reduction in interspecies
UF and the elimnation of the nodifying factor, reduced the
conposite uncertainty from 3,000 to 100. Therefore, EPA

concl udes that the prospective RICis 9 ng/n.
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D. Human Health Ri sk Characterization and Concl usi ons

Met hyl ethyl ketone is currently listed in IRIS based on a
1989 evaluation as “not classifiable as to human
carcinogenicity” according to the 1986 Cancer Guidelines. The
IRIS summary identified the |ack of both animal and human data
to assess the carcinogenic potential of MEK, and at the current
time, animal cancer bioassays with MEK by either the oral or
i nhal ation route are still lacking, and there are no indications
that such studies are either ongoing or planned. However
genotoxicity information does not indicate any readily apparent
geneti c nechani smof action for MEK, and the existing
genotoxicity tests for MEK are essentially negative. In
addition, structural data on MEK do not support any readily
apparent basis for a carcinogenic hazard.

The retrospective cohort studies of worker
popul ati ons exposed to MEK provide no clear evidence of a cancer
hazard in these popul ations. Because of various study
limtations, these studies are weak and cannot support
concl usi ons about the carcinogenic potential of MEK in hunmans.
A case-control study exam ning the association between paterna
exposures to several solvents including MEK and chil dhood

| eukemia is exploratory in scope such that we cannot use the
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results to reliably support the existence of any such
association. Overall, this epidem ol ogic evidence is

i nconcl usi ve and weak from which to draw concl usi ons about
carcinogenic risks in the human popul ati on, although there is
sonme suggestion between increased risk for some cancers and
mul ti ple solvent exposures, which included MEK. However, we
consi der the inconclusive nature of these studies to be offset
by nmore conclusive results regarding the | ow potential of MEK to
be carcinogenic, including the overall lack of positive results
fromgenotoxicity tests and nutagenicity tests, and the |lack of
any indication of carcinogenicity fromstructure-activity

rel ati onshi ps. Consequently, we conclude that we may not
reasonably expect MEK to be carcinogenic.

In the analysis, we use a hazard quotient (HQ approach to
characterize the chronic noncancer risk associated with the
exposure to MEK. The HQ is the ratio of a | evel of exposure for
a given substance over a specific time period to a health
criterion or reference |evel for that substance derived froma
simlar exposure period. W use the maxi num annual average
anbi ent concentration as the exposure for the purposes of the
chronic HQ cal cul ation. W use EPA' s prospective RFC as the

chronic health criterion, and we al so cal cul ate an HQ using the
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petitioner’s RFC. These criteria enconpass a 70-year lifetine
of continuous exposure and address the health effect of concern
due to chronic inhalation exposures to MEK. |In addition, the
criteria include the nmargins of safety built into the IRIS RfC
and are, therefore, protective of sensitive subpopul ations.

Based on our evaluation of the nodeling data presented in
the petition, we judge that nmaxi nrum anbi ent annual exposures
fromstationary sources to MEK are not likely to exceed 1 ng/m.
Usi ng EPA's prospective RFC of 9 ng/mi, the HQ for the nmaxi mum
annual average ambi ent exposure to MEK is 0.1. This nmeans that
a person’s maxi mum exposure woul d be 10 percent of the RfFC

We judge that the exposures to MEK of actual persons
l[iving in the inmmediate vicinity of an MEK em ssion source woul d
nmore typically be at least a factor of two to ten less than 1
ng/ m. Therefore, replacing the maxi num anbi ent concentration
with a nore realistic exposure scenario yields an HQ | ess than
0.1. Based on the current information, and given the
conservative nature of the paranmeters used to estinate the
maxi mum exposure, the protective nature of the prospective RfC,
and because the petition and subsequent anal yses characterize
the vast mpjority of MEK exposures from stationary sources, we

concl ude that by applying the prospective RfC of 9 ng/n,
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potential ambi ent exposures to MEK may not reasonably be
anticipated to cause adverse human health effects.

Wth regard to the potential for short-term exposures to
MEK to result in adverse health effects, we draw a qualitative
conclusion. Fromthe petition’s nodel ed 24-hour maxi mum
concentration of 10 ng/ni, and using the conversion factor from
EPA’ s SCREEN3 npdel User’'s Guide, we estinmate that the nmaxinmum
1-hour concentration would not exceed 25 nmg/m. From the Dick
et al. study, we see that exposures to MEK of up to 590 ng/m
and up to 4 hours did not cause adverse effects to human
subjects. While we have not devel oped a short-term human heath
criterion fromthat study, we consider the gap between the
adverse effects level in the Dick et al. study and the 24-hour
and 1-hour concentrations to be |arge enough that we may not
reasonably antici pate adverse effects to occur fromthese
exposures. Further, as we state above, we consider the maxi mum
annual average concentration estimtes to be overesti mates of
true exposure. G ven that the 24-hour and 1-hour anbient air
concentrations were estimted using the sanme infornmation and
met hods as the annual average concentrations, we consider these
short-term concentrations to be sinmlarly conservative. This

provides us with additional confidence that adverse effects from
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short-term exposures will not occur.

As di scussed previously, we will consider the final RfC
that results fromthe IRIS review and substantive public coment
as that information becomes available. In addition, we expect
to receive information on MEK fromindustry' s submttal to the
Agency’s Voluntary Children’s Chenical Eval uation Program
(VCCEP). The VCCEP is intended to provide information to enable
the public to understand the potential health risks to children
associ ated with exposures to certain chem cals. Under that
program EPA has asked industries which manufacture or inport
certain chemicals to devel op assessnments regardi ng the potentia
health effect, exposures, and risks of those chemcals to
children. W anticipate industry's submission to the first tier
of the VCCEP programwi |l be avail able during 2003, and we will
consider this information when subnitted, along with other
i nformation and conments we receive, before taking final action
on the proposal

G ven the current data, however, we are confident that in
appl ying the prospective RFC of 9 ng/m to anmbi ent annual
average concentrations of 1 ng/ni or |less, we nay not reasonably
anticipate MEK to cause chronic adverse human health effects.

Nei t her may we reasonably antici pate adverse effects to occur
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from short-term exposures.
E. Ecological Risk Characterization and Concl usions

Qur review of the petition’s ecol ogical risk
characterization supports the findings that MEK has limted
persistence in water, soil, and air. W further agree that it
has a | ow octanol /water coefficient, a | ow adsorption
coefficient, and a | ow bioconcentration factor; therefore, given
the available data, it is not anticipated to persist or
accunul ate in the environnent.

A review of the general literature, including EPA
dat abases, indicates that MEK has | ow environnental toxicity.
For exanpl e, the daphnid 48-hour |ethal concentrations for 50
percent of the testing sanple (LC50) range from 2,200 to 5,091
ppm the green al gae 96-hour effective concentration for 50
percent of the population is 1,200 ppm and the fish 96-hour
LC50 ranges from 2,300 to 3,200 ppm The fish chronic val ues
range is 220 ppm the daphnid chronic value is 521 ppm and the
al gal chronic value is 45 ppm These concentrations are
significantly higher than what we woul d expect to see in the
envi ronment .

The petition included no data on the potential for

ecol ogical effects to occur as a result of exposures to nedia
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other than water. There are no avail able data on avi an exposure
to MEK fromthe air pathway. There are also no avail able data
on air exposure to plants from MEK. However, there is a

dat abase on | aboratory nmammual s regardi ng air exposures to MEK
fromwhich we routinely extrapolate to draw concl usi ons
regarding potential health effects to humans. Fromthis

dat abase, we draw a simlar conclusion regarding the potentia
for adverse health effects in mammals that nmay be exposed to
ambient levels of MEK as we did for humans.

Based on our review of all pertinent data suppl enmented by
addi ti onal environnmental nodeling, we have concluded that there
are sufficiently adequate data on environnental effects of MEK
to determ ne that anbient concentrations, bioaccunulation, or
deposition of MEK may not reasonably be anticipated to cause
adverse environnental effects.

F. Transformati on Characterization

Met hyl Ethyl Ketone is one of several volatile organic
conmpounds (VOC) that transforminto acetal dehyde and
formal dehyde in the anbient air. Both acetal dehyde and
formal dehyde are HAP and cl assified as probabl e human
carcinogens. Based on a sinplified analysis, the petitioner

concl uded that the contribution to anbi ent concentrations of
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acet al dehyde and formal dehyde from MEK transformation is
insignificant. This conclusion is largely based on the

knowl edge that MEK's half-1ife, about 9 days, is conparatively
| onger than its transformati on products, acetal dehyde and
formal dehyde, whose half-lives are about 14 hours and 3 hours,
respectively. This inplies that MEK s transformati on products
di sappear nuch faster than they are forned. Qur evaluation,
sumari zed bel ow, concurs with the petitioner’s conclusion that
atnospheric transformati on of MEK em ssions may not reasonably

be anticipated to cause adverse effects to hunman health.

First, we assessed whether there would be el evated anbi ent
concentrations near individual sources of MEK. Next, we
estimated the anbient concentrations of these HAP resulting from
transformati on of MEK fromnmultiple sources in urban areas. W
then estimted the potential for any of these concentrations to
cause adverse human health effects. Since the atnospheric
chenmistry for these pollutants is conplex and not fully
under stood, we made conservative assunptions in the analysis in
order to over- rather than under-estinmate the concentrations of
acet al dehyde and fornmal dehyde that could result from MEK
transformation. Please refer to the docket for our conplete

anal ysi s.
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In the first step of the analysis, we applied tier 1
di spersi on nodeling (SCREEN3) to the worst-case facility
presented in the petition, and assum ng a conservative average
wi nd speed of 3 miles per hour, we deternined that the MEK pl une
fromany given source will travel about 650 mles over MEK s 9-
day half-life. Even at one tenth this duration (i.e., about 21
hours), still assuning a wind speed of 3 ml|es per hour, the
plume will have travel ed about 63 nmiles. |In this plune, we
esti mated the unreacted MEK concentration after 21 hours to be
approxi mately 1.6x10° ng/ ni.

As it disperses, MEK transfornms relatively slowy into
acet al dehyde and fornmal dehyde and, in turn, these conpounds
deconpose much nore quickly into by-products, including carbon
di oxi de, carbon nonoxide, and water. W estimated that about 7
percent of the MEK woul d have transforned i nto acetal dehyde and
possi bly formal dehyde after 21 hours. Accordingly, we estimted
that the maxi num concentrations of acetal dehyde and formal dehyde
due to MEK transformation at this point (21 hours after being
em tted) would be roughly 7x10° ng/n? and 5x10° ng/ m,
respectively. For acetal dehyde, that translates into a lifetinme
excess cancer risk of 1x107. For fornal dehyde, the lifetine

excess cancer risk is 7x10°. Cal cul ati ng noncancer hazard
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quotients, we see that the HQ for acetal dehyde is 0.008. This
means that the |level of acetal dehyde to which people are exposed
is 0.8 percent of the RFC. For fornal dehyde, the HQ is 0.005,
whi ch means that the exposure level is 0.5 percent of the
appropriate reference level, the Maxi num Ri sk Level (MRL).

Thus, since the cancer risks associated with the transformation
products are below 1 in 1 mllion, and the noncancer exposures
are less than 1 percent of the reference concentrations, we may
not reasonably anticipate adverse health effects to occur from
transformati on of MEK i nto acetal dehyde and formal dehyde around
MEK eni ssions sources. W note here that risk levels in the
upwi nd part of the plunme (i.e., the risks fromthe
transformati on products close to MEK enission sources) nust be

| oner than what we estimated since the analysis did not account
for degradation of acetal dehyde and fornmal dehyde. Further, we
note that typical ambient |levels of MEK are higher than they are
in the plunme at this point, indicating that the “plunme,” as
such, would no | onger exist, having already nerged

i ndi stinguishably with the anmbi ent background. This turns our

"There is no EPA RfC for formal dehyde. However, the Agency
for Toxics Substances and Di sease Registry has cal cul ated a
noncancer health effects level, called a MRL. The MRL for
formal dehyde is 0.01 ng/nt
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attention to the analysis of transformation products in the
anbi ent background.

To evaluate the potential of acetal dehyde and fornal dehyde
to form from anmbi ent concentrati ons of MEK significantly
downwi nd of nultiple em ssion sources, we | ooked at anbient
moni toring data to determ ne the typical ambient |evel of MEK in
urban environments. We then estimated the maxi mum
concentrations of acetal dehyde and fornal dehyde that could be
transformed fromthis MEK, using conservative, steady-state
assunptions. Based on available nonitoring information, we
determ ned that at the 95" percentile, the anbient concentration
of MEK is 4.3x10°% ng/n?. Using an estinmated degradati on rate of
14 times greater than MEK for acetal dehyde, we estimated the
anbi ent concentrations of acetal dehyde fromtransfornmed MEK to
be 1.8x10* ng/n?. For fornal dehyde, we estinmated that it
degrades at a rate of 72 tinmes faster than MEK and, thus,
cal cul ated that the anmbient concentration due to MEK
transformation is 2x10° ng/ni. These very snmall concentrations
do not represent significant health threats as they translate
into lifetime excess cancer risks of 4x107 for acetal dehyde and
3x107 for formal dehyde.

We do not expect adverse noncancer health effects to occur
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fromthe transformati on of MEK. The HQ for acetal dehyde is 0.02
whi ch corresponds to an exposure which is 2 percent of the RfC
For formal dehyde, the resulting HQ is 2x10° which represents an
exposure of 0.2 percent of the MRL. Therefore, we may not
reasonably antici pate adverse noncancer effects to occur due to
exposures to these outdoor anbient concentrations of
acet al dehyde or fornal dehyde. Based on the analysis, we
concl ude that atnospheric transformation of MEK into
acet al dehyde and fornmal dehyde nay not reasonably be antici pated
to cause significant human health risks.
G Public Coments and EPA Responses

As part of the notice announcing receipt of a conplete
petition to delist MEK (64 FR 33453, June 23, 1999), we
requested interested parties to provide us with data or
comments. Copies of the public conmrents have been included in
t he docket for this action and have been considered in our
review of the petition. Substantive coments are discussed
bel ow.

Comment. One conmenter expressed concern about the
overall appropriateness of the IRIS RfFC as a decision criterion
for determ ning human health effects. The conmenter maintained

that the IRRS RfICis itself uncertain and, therefore, the
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petitioner’s proposed revision is without merit. To support
this position, data froma single long-termtoxicity study which
i ncl uded MEK was cited. That study was published since the IRIS
validation and reports adverse health effects as neasured by
decreased neural condition velocities for a set of workers (41
exposed, 63 controls) exposed over a period of 14 + 7.5 years to
| evel s of MEK ranging from 149 to 342 ng/m.

Response. The EPA's National Center for Environnental
Assessment (NCEA) and National Health and Environnental Effects
Research Laboratory (NHEERL) reviewed the referenced study as a
part of our technical review. Their review denonstrated that
the study has nmultiple and serious nethodol ogi cal shortconi ngs
that greatly reduce its neaningful ness. Very few nmethodol ogi ca
details were presented in the study, making it virtually
i mpossi ble for EPA reviewers to determ ne what had been done.

It is not clear what factors were “matched” when the contro
groups were sel ected or how conparabl e the groups were on
factors other than age. |In addition, the study did not include
i mportant factors that are relevant to interpreting the results,
i ncl uding such factors as the type of work (e.g., office versus
physical work); lifestyle factors (e.g., drinking, snoking,

etc.); and height and wei ght of the subjects (inportant for
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nerve conduction). Also, the study did not specify the
experinmental procedures that it applied, including whether the
subj ects were tested at the sanme location and tine as the
exposed workers, or whether the exam ners were aware of the
exposure status of the subjects at the tine of testing.

I mportantly, the study did not address the control of
tenperature, a critical factor in nerve conduction studies, and
the reported pattern of nerve conduction results is not entirely
consistent with the reported peripheral neuropathy.

O primary inportance in EPA's review was the
consideration of the extent to which the study’s findings are
supported by the existing scientific literature. 1In this
regard, we conclude that the study cited in the coment is
i nconsistent with a | arge volunme of high quality
neur ot oxi col ogi cal scientific evidence. |In fact, animal nodels
of the reported condition are excellent predictors of hunman
neur opat hy. MEK has been well tested for the reported condition
and is convincingly negative.

Comment. The EPA received a conment expressing concern
over MEK's role in potentiating the effect of other substances.
The comment stated that given the “ubiquitous” anbient

concentration of certain pollutants and general |ack of
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under st andi ng of the mechanisns of potentiation, it would be
i nappropriate for the Agency to allow an increase in anbient
concentrations of MEK

Response. As described in this preanble, MEK has been
shown to potentiate neurotoxicity of other solvents in
experinments with | aboratory animals when both are present in
hi gh concentrations. The lower linmts of MEK exposure that may
result in potentiation with other solvents have not been well
established in animals, and the potential of MEK in this regard
remai ns a concern, although a mnor one.
H O her Issues

Since the receipt of the petition, MEK has been neasured
in the blood of the general population as reported fromthe
Nati onal Health and Nutrition Exam nation Survey (NHANES)
dat abase. The NHANES dat abase reports nedi an bl ood | evel s of
5.4 parts per billion (ppb) and | evels at the 95" percentil e of
16.9 ppb. The EPA estimates that it would take continuous
exposures at ambi ent concentrations near 1 ng/m of MEK to
result in the reported nedian bl ood | evel

However, based on the available information, EPA believes
it is reasonable to expect that the reported blood |evels did

not result froman air exposure to MEK at the prospective RfC
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Primarily, this is because concentrations of MEK found in the
i mediate vicinity of |large MEK em ssions sources are bel ow the
Rf C, and as previously stated in today’'s action, typical anbient
background concentrations of MEK are several orders of nmagnitude
| ower than the prospective RfC

In addition, although MEK has been shown in animal studies
to be readily absorbed, it is also rapidly netabolized, nostly
inthe liver. The excretion half-life of MEK is quite short, on
the order of minutes to hours (Liira et al., 1988), and is
nearly quantitatively conplete in both animls and i n humans.
The data indicate that internal doses followi ng experinmental air
exposures to MEK consist nostly of netabolites that are cl eared
qui ckly. Therefore, tissue and bl ood | evels of MEK would becone
m ni mal shortly after termi nation of experinental air exposures
due to kinetics and solubility of MEK. Likew se, for those
persons exposed to relatively high concentrations of MEK, bl ood
levels would fall relatively quickly to pre-exposure |evels
followi ng the term nation of exposure.

Consequently, it is the judgnment of scientists fromboth
the Centers for Disease Control (CDC), who conpiled the NHANES
dat abase, and EPA that the data are not representative of

at rospheri c exposure of national proportions. These authors
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al so state that blood |levels of both MEK and acetone are highly
variable as a result of their physiologic netabolismand do not
reflect environnental exposures very well (Churchill et al.
2001). Thus, it is nmore likely that the reported MEK i n human
bl ood is a by-product of normal human netabolism

Anot her issue we addressed in today’'s action is that of
MEK as an ozone precursor. The EPA recognizes that MEK is an
ozone precursor, but after considering this issue, we determ ned
that it is inappropriate to include a substance on the HAP |i st
under CAA section 112(b) due entirely to its tendency to form
ozone. Section 112(b) provides that no air pollutant which is
| isted under CAA section 108(a), such as ozone, may be added to
the HAP list. It further provides that a pollutant that is a
precursor to a pollutant |isted under section 108(a), such as
MEK, may not be included on the HAP Iist unless it independently
meets the HAP |ist criteria. As explained in today’'s action, we
believe that the petitioner has denonstrated that MEK does not
i ndependently neet the criteria for listing as a HAP under
section 112 of the CAA

The Agency has previously determ ned that MEK coul d not be
removed fromthe list of pollutants under section 313 of the

Emer gency Pl anning and Community Ri ght-To-Know Act of 1986
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(EPCRA) (63 FR 15195). However, the EPCRA |ist serves a very
di fferent purpose than the list of HAP under section 112(b) of
the CAA. Specifically, the EPCRA—-which is intended to provide
i nformation regarding the em ssions of air pollutants
general |l y—deals collectively with HAP, VOC, and other air and
wat er pollutants under section 313 by providing for the listing
of any pollutant that may reasonably be anticipated to cause
adverse effects to human health or the environment. The CAA, on
t he ot her hand, establishes requirenents for reducing the
enm ssions of air pollutants and deals separately with HAP (which
are to be listed and regul ated under section 112) and criteria
air pollutants (which are to be |isted under section 108 and
regul ated under various other sections of the CAA). The EPA is
required to regulate precursors to criteria air pollutants, such
as VOC, for their contributions to ambient levels of criteria
pol l utants under statutory provisions that do not apply to HAP
This dual structure would lose its significance if EPA were to
i ncl ude substances on the HAP |list solely as a result of their
contribution to concentrations of criteria air pollutants.

The decision to grant the petition and i ssue a proposed
rule to delist MEK renpves MEK from regul atory consideration

under section 112(d) of the CAA. Section 112 requires the
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devel opment of nexi mum achi evabl e control technol ogy (MACT)
standards to reduce routine enissions of listed toxic air
pollutants. The proposed rule does not affect MEK s status
under the CAA as a VOC, and EPA will continue to regulate it as
such. I n ozone nonattainnent areas, sources of MEK em ssions
must continue to nmeet applicable standards identified in State
i mpl enentation plans (SIP).

In addition, the proposed rule does not inmpact any MEK
reporting requirenments under the TRI (EPCRA, section 313).
Recogni zing that MEK is one of the largest sources listed in the
TRI, the Agency will continue to track em ssions of MK
Further, under the CAA, the Agency has the option to add MEK
back onto the HAP Iist and will do so should a need ari se.

I. Discussion and Concl usion

Uncertainty is an inherent part of risk assessnment. It
ari ses because risk assessnent is a conplex process, requiring
the integration of nultiple factors. |In the analysis,
uncertainty arises for the follow ng reasons. The IR S dataset
used to derive the human health effects decision criterion is
i mperfect and | eads to uncertainty in the RfC. This uncertainty
is primarily due to the lack of long-term MEK toxicity data and

is conpensated for in the application of an uncertainty factor
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of 100 for the prospective RFC. In addition, animl cancer

bi oassays with MEK by either the oral or inhalation route are

| acki ng fromthe database, and there is scientific uncertainty
in MEK's ability to potentiate the action of other neurotoxins.
We al so recogni ze that there is uncertainty in the computer
nodel s used to predict the fate and transport of MEK in the
environnment. These nodels are sinplifications of reality and
sonme vari abl es are excl uded.

For decisions which are based largely on risk assessnents,
some degree of uncertainty is acceptable. Such is the case for
this delisting decision. W do not interpret CAA section
112(b) (3)(C) to require absolute certainty that a pollutant wll
not cause adverse effects on human health or the environnment
before it may be deleted fromthe Iist. The use of the terns

“

“adequate” and “reasonably” indicate that the Agency nmust weigh
the potential uncertainties and their likely significance. To
this end, the assessnent applies conservative assunptions to

bi as potential error toward protecti ng human and ecol ogi ca
health. Thus, EPA is confident that even when we consider the
uncertainties in the petition's initial assessment and in the

addi tional analyses, the results are nore likely to over-

estimate rather than under-estinmte true exposures and risks.
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Based on our evaluation of the petition and the subsequent
anal yses, we judge that the potential for adverse human health
and environnmental effects to occur from projected exposures is
sufficiently low to provide reasonabl e assurance that such
adverse effects will not occur. For exanple, the petitioner
appropriately applied EPA's nodel guidelines and EPA's tiered
di spersi on nodel i ng approach which we designed to be
conservative. Also, EPA suggested that the petitioner conduct
an additional, nore site-specific analysis to verify the
conservatismof the original analysis. The results of that
anal ysis i ncreased our confidence that the petition over- rather
than under-estinates exposure. |n addition, the petition did
not apply a formal exposure assessnment to the predicted anbient
air concentrations. |Instead, the petition used the air
concentrations alone as a surrogate for exposure. Based upon
the likely proximty of inhabitable areas and know edge of human
activity patterns, we believe that actual exposures will be far
| ess than predicted exposures that were derived fromthe
di spersion analysis. Further, when nodeling clusters of MK
sources, the petition showed that concentrations resulting from
that scenario are not likely to adversely affect health.

Finally, available data from nonitors suggest that anbient
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concentrations of MEK in urban areas are over two orders of
magni t ude | ower than the nodel ed mexi mum concentrati ons.

As descri bed above, EPA' s proposed decision to delist MEK
is based on the results of a risk assessnment denonstrating that
em ssions of MEK may not reasonably be anticipated to result in
adverse human health or environnental effects. 1In addition to
the anal yses presented and the uncertainties inherent in risk
assessnent, we have considered other information related to MEK
in making this decision, nanmely the transformation of MEK into
acet al dehyde and formal dehyde and recently di scovered |evels of
MEK i n human bl ood. The MEK deconposes in the anmbient air into
two probabl e human carci nogens (acetal dehyde and formal dehyde).
However, given that the actual contribution of MEK to anbient
concentrations of these two pollutants is very small, and that
t hey deconpose rapidly, we do not anticipate that MeEK
transformation into these two pollutants will be significant
enough to have an adverse inpact on hunman health. W do not
expect that ambient concentrations of MEK contribute
significantly to the blood | evel burden due to the snall anbient
concentrations of MEK in anbient air.

We al so considered the fact that MEK is one of the top

conmpounds by volune reported in the TRI. Under this proposal
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it would no | onger be regulated as a HAP, but it will continue
to be reported in the TRI and regul ated under EPA's criteria
pol |l utant (ozone) program

As di scussed previously, we will consider the RfC that
results fromthe IRIS review and i nformati on conbined in
i ndustry’s submi ssion under tier 1 of the VCCEP before taking
final action on the proposal. W also welcone additional data
or information that can further clarify these and other issues
related to MEK. We will evaluate all substantive information
received during the comment period prior to taking any fina
action on the proposed rule.
V. References

Ref erences cited in the preanble can be viewed in the
docket for this proposed rule.
VI. Statutory and Executive Order Reviews
A.  Executive Order 12866: Regulatory Planning and Revi ew

Under Executive Order 12866 (58 FR 51735, October 4,
1993), EPA nust determ ne whether the regulatory action is
“significant” and therefore subject to Ofice of Managenent and
Budget (OVB) review and the requirenents of the Executive Order.
The Executive Order defines “significant regulatory action” as

one that is likely to result in a rule that may:
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(1) Have an annual effect on the econony of $100 nillion
or nore or adverse affect in a material way the econony, a
sector to the econony, productivity, conpetition, jobs, the
environment, public health or safety, or state, local or triba
governnents or communities;

(2) create a serious inconsistency or otherwi se interfere
with an action taken or planned by another agency;

(3) materially alter the budgetary inpact of
entitlements, grants, user fees, or |oan progranms, or the rights
and obligation of recipients thereof; or

(4) raise novel legal or policy issues arising out of
| egal nmandates, the President’'s priorities, or the principles
set forth in the Executive Order.

Pursuant to the terns of Executive Order 12866, it has
been determ ned that the proposed action does not constitute a
“significant regulatory action” and is, therefore, not subject
to OMB revi ew.

B. Paperwork Reduction Act

This action does not inpose an information collection
burden under the provisions of the Paperwork Reduction Act, 44
U S.C. 3501 et seq. The proposed action will renmpve MEK from

the CAA section 112 (b)(1) HAP list and, therefore, elimnate
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the need for information collection under the CAA. Burden neans
the total time, effort, or financial resources expended by
persons to generate, maintain, retain, or disclose or provide
information to or for a Federal agency. This includes the tine
needed to review instructions; develop, acquire, install, and
utilize technol ogy and systems for the purposes of collecting,
validating, and verifying information, processing and
mai nt ai ni ng i nformati on, and di scl osing and providi ng
i nformation; adjust the existing ways to conply with any
previously applicable instructions and requirenments; train
personnel to be able to respond to a collection of information;
search data sources; conplete and review the collection of
information; and transmt or otherw se disclose the information.
An Agency may not conduct or sponsor, and a person is not
required to respond to a collection of information unless it
di splays a currently valid OMB control nunber. The OVB contro
numbers for EPA's regulations are listed in 40 CFR part 9 and 48
CFR chapter 15.
C. Regulatory Flexibility Act (RFA)

The RFA generally requires an agency to prepare a
regulatory flexibility analysis of any rule subject to notice

and comrent rul emaki ng requirenents under the Administrative
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Procedure Act or any other statute unless the agency certifies
that the rule will not have a significant econom c inpact on a
substantial nunmber of small entities. Small entities include
smal | busi ness, small organi zations, and small governnental
jurisdictions. For the purposes of assessing the inpacts of
today’ s proposed rule on snall entities, small entity is defined
as: (1) a snmall business that neets the definitions for snal
busi ness based on the Smal| Business Association (SBA) size
standards which, for this proposed action, can include
manuf acturing (NAICS 3999-03) and air transportation (NAICS
4522-98 and 4512-98) operations that enploy |ess 1,000 people
and engi neering services (NAICS 8711-98) operations that earn
I ess than $20 million annually; (2) a snmall governnental
jurisdiction that is a governnment of a city, county, town,
school district or special district with a popul ation of |ess
t han 50,000; and (3) a snall organization that is any not-for-
profit enterprise which is independently owned and operated and
is not domnant inits field.

After considering the econom c inpact of today’'s proposed
rule on small entities, | certify that this proposed action wll
not have a significant econom c inpact on a substantial numnber

of small entities. |In determ ning whether a rule has
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significant econom c inpact on a substantial nunber of smal
entities, the inpact of concern is any significant adverse
econoni c i npact on small entities, since the prinmary purpose of
the regulatory flexibility analysis is to identify and address
regul atory alternatives “which mnimze any significant econom c
i mpact of the proposed rule on small entities.” (5 U S.C. 603
and 604). Thus, an agency may certify that a rule will not have
a significant econonic inpact on a substantial nunber of snal
entities if the rule relieves regulatory burden, or otherw se
has a positive econonic effect on all of the small entities
subject to the rule. The proposed rule will elimnate the
burden of additional controls necessary to reduce MEK eni ssions
and the associated operating, nmonitoring and reporting
requirenents. We have, therefore, concluded that today’s
proposed rule will relieve regulatory burden for all snall
entities. W continue to be interested in the potential inpacts
of the proposed rule on small entities and wel come conments on
i ssues related to such inpacts.
D. Unfunded Mandates Reform Act

Title Il of the Unfunded Mandat es Reform Act of 1995
(UVRA), Public Law 1044, establishes requirements for Federa

agencies to assess the effects of their regulatory actions on
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State, local, and tribal governments and the private sector
Under section 202 of the UMRA, EPA generally nust prepare a
written statenent, including a cost-benefit analysis, for
proposed and final rules with “Federal mandates” that may result
in expenditures to State, local, and tribal governnents, in the
aggregate, or to the private sector, of $100 million or nore in
any 1 year. Before pronulgating an EPA rule for which a witten
statement is needed, section 205 of the UVRA generally requires
EPA to identify and consider a reasonabl e nunmber of regulatory
alternatives and adopt the | east costly, nopst cost-effective or
| east burdensone alternative that achi eves the objectives of the
rule. The provisions of section 205 do not apply when they are
i nconsi stent with applicable Iaw. Mreover, section 205 allows
EPA to adopt an alternative other than the |east costly, npst
cost-effective or | east burdensone alternative if the
Adnmi ni strator publishes with the final rule an explanation why
that alternative was not adopted. Before EPA establishes any
regul atory requirenents that may significantly or uniquely
affect small governnents, including tribal governnments, it nust
have devel oped under section 203 of the UMRA a small governnent
agency plan. The plan nust provide for notifying potentially

affected small governnents, enabling officials of affected smal
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governnents to have neaningful and tinely input in the

devel opment of EPA regul atory proposals with significant Federa
i ntergovernnental mandates, and inform ng, educating, and
advising small governnents on conpliance with the regul atory
requirenments.

Today’ s proposed rul e contains no Federal nmandates for
State, local, or tribal governnents or the private sector. The
proposed rul e i nposes no enforceable duty on any State, |ocal or
tribal governnents or the private sector. |In any event, EPA has
deternmined that the proposed rule does not contain a Federa
mandate that nmay result in expenditures of $100 nmillion or nore
for State, local, and tribal governnents, in the aggregate, or
the private sector in any 1 year. Because the proposed rule
removes a conpound previously labeled in the CAA as a HAP, it
actually reduces the burden established under the CAA.  Thus,
today's proposed rule is not subject to the requirenents of
sections 202 and 205 of the UVRA
E. Executive Order 13132, Federalism

Executive Order 13132 (64 FR 43255, August 10, 1999)
requi res EPA to devel op an accountabl e process to ensure
“meani ngful and tinmely input by State and local officials in the

devel opment of regulatory policies that have federalism
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inmplications.” *“Policies that have federalisminplications” is
defined in the Executive Order to include regul ations that have
“substantial direct effects on the States, on the relationship
bet ween the national government and the States, or on the
distribution of power and responsibilities anmong the various
| evel s of governnent.”

Under Executive Order 13132, EPA may not issue a
regul ation that has federalisminplications, that inposes
substantial direct conpliance costs, and that is not required by
statute, unless the Federal government provides the funds
necessary to pay the direct conpliance costs incurred by State
and | ocal governments, or EPA consults with State and | oca
officials early in the process of devel oping the proposed
regul ation. The EPA also may not issue a regulation that has
federalisminplications and that preenpts State | aw unless the
Agency consults with State and local officials early in the
process of devel oping the proposed regul ation

Today’ s proposed rul e renoves the substance MEK fromthe
list of HAP contai ned under section 112(b)(1) of the CAA It
does not inpose any additional requirenents on the States and
does not affect the balance of power between the States and the

Federal governnent. Thus, the requirenents of section 6 of the
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Executive Order do not apply to the proposed rule.
F. Executive Order 13175, Consultation and Coordination with
I ndi an Tribal Governnents

Executive Order 13175, entitled “Consultation and
Coordi nation with Indian Tribal Governments” (65 FR 67249,
Novemnber 9, 2000), requires EPA to devel op an account abl e
process to ensure “meani ngful and tinely input by tribal
officials in the devel opment of regulatory policies that have
tribal inplications.” The proposed rule does not have tri bal
i mplications, as specified in Executive Order 13175.
A review of the avail able em ssion inventory does not indicate
tribal MEK enissions sources subject to control under the CAA,
therefore, the proposed rule is not anticipated to have tribal
implications. |In addition, the proposed action will elininate
control requirenments for MEK and, therefore, reduces control
costs and reporting requirenments for any tribal entity operating
a MEK source subject to control under the CAA which we ni ght
have m ssed. Thus, Executive Order 13175 does not apply to the
proposed rul e.
G Executive Order 13045, Protection of Children from
Environnental Health Risks and Safety Risks

Executive Order 13045 (62 FR 19885, April 23, 1997)
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applies to any rule that: (1) is determined to be “econom cally
significant” as defined under Executive Order 12866, and (2)
concerns an environnental health or safety risk that EPA has
reason to believe may have a di sproportionate effect on
children. |If the regulatory action nmeets both criteria, the
Agency nust eval uate the environnmental health or safety effects
of the planned rule on children, and explain why the planned
regulation is preferable to other potentially effective and
reasonably feasible alternatives considered by the Agency.

The EPA interprets Executive Order 13045 as applying only
to those regulatory actions that are based on health or safety
ri sks, such that the anal ysis required under section 5-501 of
the Executive Order has the potential to influence the
regul ation. The proposed rule is not subject to Executive Order
13045 because it is not econonmically significant as defined in
Executive Order 12866, and because the Agency does not have
reason to believe the environnental health or safety risks
addressed by this action present a disproportionate risk to
children. This deternination is based on the fact that the RfC
is determined to be protective of sensitive sub-popul ations,

i ncluding children. Also, the single study cited during public

coment to indicate a potential effect on children has been
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reviewed during this petition process and found to be Iimted in
desi gn and execution. Consequently, we deternined that the
study was of insufficient quality to provide information
regardi ng health risks (leukenia) of MEK to children. However,
as we state above, we anticipate industry’s subm ssion to the
first tier of the VCCEP programwi || be avail able during 2003,
and we will consider this information when subnitted. In
addition, the public is invited to subnit or identify peer-
revi ewed studi es and data, of which the Agency nay not be aware,
that assessed results of early |life exposure to MEK
H.  Executive Order 13211, Actions Concerning Regul ations that
Significantly Affect Energy Supply, Distribution, or Use
Executive Order 13211, “Actions Concerning Regul ations
that Significantly Affect Energy Supply, Distribution, or Use”
(66 FR 28355, May 22, 2001), requires EPA to prepare and subnit
a Statement of Energy Effects to the Administrator of the Ofice
of Information and Regul atory Affairs, Ofice of Managenent and
Budget, for certain actions identified as “significant energy
actions.” The proposed rule is not a “significant energy
action” because it is not likely to have a significant adverse
effect on the supply, distribution, or use of energy.

I. National Technol ogy Transfer and Advancenent Act
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Section 112(d) of the National Technol ogy Transfer and
Advancenent Act of 1995 (NTTAA), Public Law No. 104-113, section
12(d) 915 U.S.C. 272 note), directs all Federal agencies to use
vol untary consensus standards instead of governnent-uni que
standards in their regulatory activities unless to do so would
be inconsistent with applicable |aw or otherw se inpractical
Vol untary consensus standards are technical standards (e.g.,
mat eri al specifications, test nethod, sanpling and anal ytica
procedures, business practices, etc.) that are devel oped or
adopted by one or nmore voluntary consensus standards bodi es.
Exanpl es of organi zations generally regarded as vol untary
consensus standards bodies include the Anerican society for
Testing and Materials (ASTM, the National Fire Protection
Associ ati on (NFPA), and the Society of Autonotive Engi neers
(SAE). The NTTAA requires Federal agencies like EPA to provide
Congress, through OVB, with explanations when an agency deci des
not to use avail able and applicable voluntary consensus
standards. The proposed rule does not involve technica
standards. Therefore, EPA is not considering the use of any

vol untary consensus standards.
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Envi ronnental protection, Air pollution control, Hazardous

substances, Reporting and recordkeepi ng requirenents.

Dat e

Christine Todd Wit man
Admi ni strator
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For the reasons set out in the preanble, part 63, title
40, chapter | of the Code of Federal Regulations is proposed to
be anended as foll ows:
PART 63— NATI ONAL EM SSI ON STANDARDS FOR HAZARDOUS Al R
POLLUTANTS FOR SOURCE CATEGORI ES

1. The authority citation for part 63 continues to read
as follows:

Authority: 42 U.S.C. 7401, et seq.

Subpart C-[ AVENDED]

2. Subpart C is anmended by adding 863.61 and reserving
8§863. 62 through 63.69 to read as foll ows:
863. 61 Deletion of methyl ethyl ketone fromthe |ist of
hazardous air pollutants.

The substance nethyl ethyl ketone (MEK, 2-Butanone) (CAS
Number 105602) is deleted formthe list of hazardous air

pol lutants established by 42 U.S.C. 7412(b)(1).

§863. 62-63. 69 [ Reserved]



